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URITED STATES ENVIRONMENTAL PROTECTION AGERCY
WASHINGTON, D.C. 20460

JEC 14 )

R. Bruce Jaeger

Health & Bnvironmenial Horizons, Lid
2851 South Haven Reoad

Annapolis, MD 21461

Subject: Label Amendment to Add Additional Sites
Expel
EPA Reg. No. 81041-1
Your submission dated December [, 2005

Dear M. Jaegen

The amendment referred to above, submitted in connection with registration under
Section (3} () {73 (2} of the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA), as
amended, 15 acceptable subject to comments listed below. Two (2) coples of the finished
labeling must be submitted prior to releasing the product for shipment. A stamped copy of the
label is enclosed for vour records.

I8 Change “products” to fabric/apparel throughout the labeling,

2 Move the misuse statement, "It is a violation of federal law.... efe. so that it appears above
the bulleted 1teimns.

Since this label bas been identified as the master Inbel submit also the hang tag and
garment lubels. Note that these labels must be revigsed In accordance with comment 1 above.

If you have any questions in regard to this letter please feel free to contact me at 703-305-
6100,

Intemol Address {URL) « Blifeww onagmn




sSineerely,

A%

George T, LaRocca

Product Manager 13
Insecticide Branch
Registration Diviston (7505C)

enclosure




11/36/70% Section 3 Registyablion MASTER Label &

EXPEL™

ingect Repellent Products

ACTIVE INGREDIENT: % wiw'
Parmethwin, ... ... 0.52%
OTHER INGREDIENTS: (Fabric) ........... ... .. 08, 48%
Total ... .. 100.00%

EPA Reg. No, 810411
EPA Est, No. 81041-CHN-001

o This product has been treated with permetivin:insect repefient.

° Repels mosquilogs, ticks, ants, {lies, cliggers and midgess.

» Do Not Dry clean — Dry cleaning removes active ingradient.

. Repellency remains affective for 28 washings for washable ftems: outerwear

garmens, sleeping bag covers, backpacks, bed netting and domestic animal care
products {pet bedding, blankets, and netting).
* Repei!ancy o mosquilces remging effective for 6 months; ci exposure o weathering
~washable ftems; tents; tarps; awnings, patio umbrellacovers, kennal covers
and’siall covers;

s Wash separately from other ftems,

. Do Not Re-dreat Expel product wnh gther Permaethrin insect repallent products.

. Faor protection of axposed skin, use i conjunction with an insect repellent registersd
for direct application 1o skin.

. Do notf use for purposes other thayn originally inlended.

Siorage and Disposal

B0 not contaminate waler, food or fesd by storage or disposal

Disposal Discard in trash whan ciothing/fabric or flem s worn oul, Bo not reuse clothing/labric for
purposes other than odginally intended.

is a viclation of Federal Law to use this product in & manner inconsistant with is labeling.

in addiion, for tabaling that is not permanently aftixad, the removal "hang-lag” label mus! state the
{oliowing:

Retain this tag for future reference on proper handiing of this fabric/garment. This tag must
not be removed except by consumer.
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*Product ingredient source information may be entitled to confidential treatment*

Health & Enviropmental Horizons, Lid
2851 Soutl Havan Foad :
~ Annapolis, MDD 21401 e e
L 410-874-6112/301-261-8491 {phonesfax)

e o -

Decerber 1. 2005 g R :
George T. LuRocca (PM 13) et e
Insecticide Branchi/Regixtration Division {7505C) reev Vet
Office of Pesticide Programs reree .
Envirommentitt Protection Agency e
Ariel Rios Building . eee
1200 Pennsylvania Ave.,, NW ‘oot 2

Washington, DC 20460

Dear George;

SUBIECT:  EPA Registration No. 81041-1, Amendment of Expel 1o Include Additional
Use Cites With Revised Data Subimitters List

On behalf of Bikel International, Inc., Hewlth & Envivommental Horizons, Lid hereby
submirs an amendment to the registration to revise the label with additional use cires. The
request o amend the label for Expel includes the following additional uses: tenls, taps,
awnings, patio umbyella covers, kennel covers, stall covers, sleeping bag covers, backpacks,
neiting (hed netling), and domestic animal pet bedding, The oxisting registered uses
approved Tor EPA Reg. No. 810411 are pot changed. No other changes are requested ot this

HIine.

1 greatly appreciale your advice and for meeting with me bricfly on November 30 1o veview
specific issues regarding the Jabel for Expel.  Although you had suggested a Me-Too
Registration, we believe an amendment to the label would be mare appropriate as the source
prozuct i NG/ rcconiize those use cites are for manufactuting use only
and we are therefore requesting end uses for niuy of the source produer label cites. Our
duta submivers st has been revised 1o include additional use ciles sugpested by your, since
they appavently have efficacy data supporting these addivional ciles. Please recognize,
however, that there are publishied literathice veferences aod EPA reviewed documients
(previously submitted) thar provide cfficacy assessments for permethrin on many of icse
use cites. 1 delivered o Registralion Amendinent to you on Novembier 30 and you reviewed
that subiissian with me and noled what has and bas not been approved by EPA. We aie
amending i requiest with this subrissian, mand that documient is therefore superceded hy
this subimission.

Purgently request that every effort be made to spprove 1his amended registration as guickly
as passibie, recognizing the Christmas holiday will be here in 3-4 weeks and vacations and
holidays may interrupt review time. Accordingly, we make the foHowing sabmissian,




*Product ingredient source information méy' be entitled to confidential treatment* o

Expel is a weated article registralion thal uaes_c treated. the various fabrics
and articles that have been appmwc} by BPA. Ani -d Tabel thal is inchsive of the
Jabel direciions for use for EPA approved use ¢itgs is attached. Highlighted items on the
label are those changes recommended by you, You r*ecc:xmmench,d that the label be identical
10 Baslern Chemical’s label (&21(}8 1. AN other statements on the label have been
previously approved by EPA, October 26, 2004, There are no differences in directions for
use for Expel from those nses that have already been approved by EPA.

Any and afl documents referenced and submitted In the original Me-Too regisuration for
Expel, EPA Reg. No. 810411, dated June 7, 2004, shoudd be veferted to as recessary lo
support this request. Additional sources of informution are also cited in this request.

We respectfully request you give this reques) for au amended label full consideration, Please
contact me directly if you have any guestions, comgenis or requests for additional
information regarding rhig request.

Sincerely,

%%w sy

R. Bruee Jn ’!cgg://
President

Atel Amended Master label for BExpel dwed | [720/03
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{ AMENDMENT TO THE LABEL TO BNCLUDEADTITIONAL USE




i UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.G. 20460
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December 6, 2008
OFFICE OF
PREVENTION, FESTICINES AND
TOXH RUBETANCES
R, BRUCE JAEGER
HEALTH & ENVIRONMENTAL HORIZONS, LTD.
BIKEL INTERNATIONAL, TNC.
2851 SOUTH HAVEN RD
ANNAPOLIS, MD 21401~

PRODUCT NAME: EXPEL

COMPANY NAME: BIKEL INTERNATIONAL, INC.
EPATILE SYMBOL: 81041-1

EPA RECEIPT DATE: 12/02/05

SUBJECT: RECEIPT OF AMENDMENT

DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast
track review. The package will now be forwarded to the Product Manager for review to
determine s acceptability for fast frack status.

I you have any questions, please contact Registration Division, Risk Management Team
£3, at (703} 305-6100.

Sincerely,
o
;;::75‘56;%
Front End Processing Stafl’

Information Services Branch
Information Technology & Resources Management Division




Fee for Service

This package includes the following

“New Registration

¢ Amendment

o Studies?

~~'volpay

Receipt No.

Pin-Punch Date:

~Action Code:

Requested:

Granted:

Amount Due: $

Reviewer; i JBA 9

“Fee Waiver? -
% Reduction:

S-
EPA File Symbol/Reg. No.

~ This item is NOT subject to FFS action. | -

for Division
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81041-1

12/2/05

PRty
s 5O E

Parent/Chzld Deo:smns

Date: /7-4~ 05

Remarks:

ﬁ? A {,7] f’{;{g{i
ail J {)"?fm/{;{r}ﬁ/

f’%/!)i,nf ol

_.-33_5‘_..{{‘, gmjf IRTEL ?zu?gfa,il-} ;

i I
F“‘ Q/ / ,é’lif gﬂ( f’fff LY EN




*Product ingredient source information may be entitled to confidential treatment*

Plaass epad nstrustlony on reverss balers coampleting form Foltn Aseraved, OME Na. S0T0-0040. Anprovel expires BIIAISE.

Unitad Siafes ... Registration 1 tdemier Kurber
EFA Environmental Protection Agancy X Amendment
Washingtor, DC 20480 . Other
Appiication for Pesticide - Section |
1. Company/Product Number 81041+ 2. EFA Product Managar b e

Georps LaRotes

{4, QampedyPonat tamel  XDE] Phinid

£, Harra srdf Adulroes of Appticsed {lnatuds TP Sods] £ Expediied Roview. tn soidrdants with FIFRA Seotinn SeH2HBH. my oot i serdiar of
idgntiaa! in sowgosiien snd tabeding b

Bikel international, Ins.

&‘gh?fagé‘i_;f%oéggve..Su;te 2es EPA Req. Mo, 821081, Eastern Inseci Repellent Gear

_ . Chack 4048 I8 B rew pdchiews

Section - |

X Amgndmeant - Explaln helow. G Final printad iabeis in rasponge 1o Agency letter dated

() Resenaiusion @ tasprons 16 Aqansy le018s cargd » "hie Too™ Applicalion.

Hordisation « Exszm balee {¥iar - Erpian balow,

Explanation: Uss sodiional pageis) if necessary, {For section | and Sechionn), Bequestis tor an amandmant to the labet to Includy addiional use cttes
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releroncas,
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*Product ingredient source information may be entitled to confidential treatment*

Fotry spproved. OME Ko, 2070-0080, 2070-G057, 2070-0107, 2076-22, 2070-0164.

Uniled Slatss
Environmenta] Protection Agency
Wasningien, BC 20488 .
Formulator's Exemption Statement
(40 CER 152,88}

et e |
D gpa Pis SymboVRegistration Numbar

Apphicant's Harme and Addresg !
Bikel International, Inc. S104i-1 e e e
5765 N. Lincola Ave., Saite 225 Product Nama
Chicapo, 11 60639 EXPEL

| { Date of Confidentisl Statamant of Formaula (EPA Forny 85704
02/16/2004

As an suthonzed reproseniative of the applicant for regisiration of the product entilied above, | cartily that

i1} This product contains tha following active ingradiem{(sh

PERMETHRIN

{21 Of these, each astive njredien uted in paragraph (4) 13 presend sofsly as the result of the use ot that soive ingredient in the manufactuning,
{ormwiniion or repackaging another product which candsing thet active ingradient whizh iz registered under FIFRA Saction 3. i3 puichesed by
us rom ancther pergon and nwaels e requirernenis of 40 CFR seofion 158 30{al(2] o (3}

(31 Indicate by chectang (A} or {8} below which paragraph applias:

T (A} An acourate Confidential Statenent of Pornuls (EFA FORM 8570-4} (or the above idemtfad product is aMached 1o this slatement,
Thas! formula statemend fndicetes, by coinpany name, ragistraton numbsr, snd product nane, the source of he active ingradieni{s) listed m
paragraph (1)
OR

_;,2 (B} The Confidentis! Stalement of Formuls [CSFYEPA Form 8870-4} referancsd shove and on Ble with The EPA is complata. currenl, an
steurate and conlzing the infonmation raquired on the curent 8F,

{4} The loliowing aciive ingredients in this preduet qualdy for the formplator's exemption.

EPA Form si?;z,z’r {Rev, (G-2004}

- Source
. T Aohva éngredéé}hﬁdﬂrwmwmrw """"""""""""" Brodes Mane 1 Regizration Numbar
Permethritt
L] L]
B AN NE ]
[ ]
"e [ ]
. . -
[ ] ..
arveny .
[ ] » [ ]
hd - e
SenEew ' T3]
L [ ]
LS :. . L]
.
Sinnaly . T T Lrrey gy
qgn;;{_:ff &) . Harme and Tilde Da.a‘: e .
: I e + ; — § S
Vi s Robert B. Jacger, President, H&EH | 11302005 wvue
Copy T2EFA

Copy %- ,f.mficam OBy
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Form Aprroved Q348 Nos, 3070-0080: 237{%%57 SHTG-0OT 20760122, 2070016
@; UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
s 1200 Pennsylvania-‘Avenue, NW.
WASHINGTON, D.C. 20460

it

rction of infuiptation i einniad to avange 138 hanes por responsy fo Tegistration
inchirding sioe o reading she instruciions and vospplaing the tcomny forass. Bend
i Efagestions for sedusing e burden to: Dhirscior, Uoltesiion
3460 Do vt send the complead foms

Papenvetk Reduchon At Moo The pubibc reporting bunden R thes oY
anid 938 ferars por sesponde for egration and spenal ey &3
conamonts wganding Barden eminate o agy other aspad of this cofldction nf mbmnaion, el
Ktratopie Diekion (3H23T) WS, Buvioaments) Protoaction Ageey, |00 Pensylvania Avenus, HW, Washiagino

to thix dileens.

Cervficatian with Respect to Oifatton of Daa

Anpbsani'sifegisirants Nams, Addrezs, antd Telephong Humbser E2A Ragigiraton MurmbenFie Synbol
Biket International, Inc {5765 M. Uncaln Ave., Sulle 23%/Chicage, 1 0850/773-817-1327 2105411
Active Inoradientis) andior represenlantive lest compoundis! Bata
117EB05
Ganerat Use Patlamfs) (sl alt thoze dlatmed (or this produst using 40 CFR Pan 158} Product Mams
EXPEL

HOTE: f you product iz a 100% rapackaging of ancther purchased EPArugiaierad product labetad for alt the sama uies oot yaur label, you db not nesd &
subamit thig fanm, You mus! submit the Formalator's Exensplion Statement {EPA Foem 857027}

b am responding 10 a Data-Cat-tn RNotice, and have incladed sl 1his toim 2 tist of companiss sen oltors of compenzation {the Data Matrix form should
D b uged to his purposg).

SECTION k METHOD OF DATA SUPPORT (Chieck one msthod oniy}

t arn ding e cie-aft mathod of seppoit, snd have included with this Joun tam using the selsntive malved of suppor {or cite-all option
a list of companies sent offais of compensabion (tha Dats Madrix form D wndist e selociive maethed), and have included with this fom a
shouid be used lor this purpoas). cofiigied 1 o data requirermanis {ihe Data Malix farm muzt be
usedi.

SECTION th: GEHERAL QFFER TO PAY

{Reguwed i yzing the cite-al methad or when using the cite-all oplien under e selective nweibod 1o salisly one or more dais vequremanis]

timrely offer and agree lo pay compgnsalion, 1o other porsons, with regard 1o the spproval of i application, to the axtent required by FIFRA

SECTIDN il CERTIFICATION

tcartify that iz application for regisliation, this form for rersgistration, o2 this Dale-Call-in responze i3 supporied by off data subiitied or cited in the
appioation for registration, the foim for rerogictration. or the Gata-Cal-i recponse. W additon, # the cite-af ontion or cite-afl ootion under the stlective melthed is
dicated in Section |, this appicston is supported by off dals i the Agency's fes hal (1) concem the propaties o efecls of thig product o an identical or
substantaly sinilar product, or one ar mare of the ingradients In this poodust; and {37 13 2 1ype of davo thal woold e reguired 18 be submittad under the data
requirenients n effest on the date of approve! of this epplication ¥ the appization sought the s regisation of a product of identioal or simiter compoaiiion and
B .

Y carnify that for each exclisive use Study cited in suppsl of this ragistraton o rergisiration. that | @in the ongingd data nubmities o that | have chiained
e wriiten pesmizsien of the odging! data submitter to cito that study,

t cartdy thal for aach sludy caad e Suppot of 1his registyation o MeGsireton thet i rot an exciuase use study, eihar (8} am the oigine! data
subritier: (D) t have obtsined thes permissian of tha oniginal dats submiier te use the study in suppori of this application; {C) o penods of eligibiity jor
compenzation fove exphed for the study; [8) e Sludy s in the public Berature. or {e) e nolified in wailing the company tat submitied tewsluty and fave
offered (1} 1y pay compensation 1o ihe exien) requiret Ly sectcrs Mol tHF) andier Hef{Z3B) of MIFRAL and 1§} fo commence negotations 15 detenring the

arnetint el srma of compensation, if any, 10 be paid tor the use of the sludy. . .
- *n

t cortify that in atf instances where o cffer of compansation is vequired, sopies of ail oflers to poy compansation sndewilence of thalr galivery in
Boaduncs with seciisns 31 {F} ant/or H{oi2)B) of FIFRA sre pvailalds and will by aubinited fo the Agaucy upon soqpdaat. "SHua | iad {shrgduce such
evidense o the Agancy upon request, | understand that the Agency gy imate adlion o deny, sancel or suspeind ihe regigraton of my proguct in senfonmity with
FIFRA ".'*: e

b .s -

tcartify that the siatemaats  have made on this form and alt altachments to It are rug, accurate, and chimpits, | acm;w:iedg‘a ihat any

knowing'y inlse or misteading siatamient may be punishable by fine or imptisonment or koth under appticable ks e s |
L]

L
Signature ' L o Date : Typed ar Printed Mama and Tie* ***
_ = ' /f/f?%?&// Fober B, Isager, President, H%g&‘&a
.. L

£P4 Forrn 8570-34 (12.20457 Elentronic and Paper versions avaltable. Bubmit only Papar veision
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*Product ingredient source information may be entitled to confidential treatment*

Altachment: List af supporting EPA decumems for trealed arlicle use for Permeliwin,

chemical code 109701: '

(1) July 31, 1989. Memorandum. 4 pages. Cuit Lunchick. Non-dietary Exposure
Branch. Registration of Permethrin for Military Use. HE,D Project #9-1356.

(2)  Undated. Review. 3 pages. Registration Division. RD Risk Assessiment — Astex
Mattress Cover. BPA File Symbol 71012-R.

(3 Undated. Memorandun. 4 pages. George Tompkius. Special Review &
Reregistration Division. [Reviews studies dated 19947 Review Thiee Expusure
Assessments for Permethrin. EPA Reg. No.: 279-3051, 3083, 3014, 3059, MRIDs
43342601, 43324801, 43355501,

i4}  Navember 21, 1989, Mcnmrandum *3‘4 pw&s ‘ilcimeutid Toxicology Branch.
BPA Reg. Nos. 50404-1 aud 50404-A. Permethirin Arlhlopod Repellent (S0404-
L) for Use an Military Uniforrmsand Fabrics and Coulston's Permanone Tick
Repellent.. . Tox Review 007624,

3y July 27, 1990, Memorandum. 16 pages. Roger Gardner, Toxicology Branch L
Permanone {Permethring Tick-Repellent Dermal Absorption Data. Tox Roview
008012, Attachment following: _

June 20, 1690, Munnrandum Johr:Doberty. Toxicology Branch 1. EPA
1d##63120-R. -E, and -G, Permethiin: Request from the military for the
registration of three products for usé on battle dress uniformy and clathing

and bed neiting aud ather fubrics. Tox Review 408012,

(0

(73 June 5, 1995, DER. 5 Pages. John Doherty. Toxicology Branch L "Permethrin: g
Skin Sensitization Study™. MRID No, 410311-06. Tox Review No. 011574,

{8y June 13, 1993, Memorandun. 21 pages. Julin Doherty. Toxicology Branch 1 BPA
ld No. 109701, Permethrin: Review of 4 series 81-6 denmal sensitizatian sudy
{guinea pig maximizatian festy and a series 85-2 dermal penetrasion sindy, Tox
review 011574, MRID 41831106, 43160001,

(93 April 29, 1996, Memorandum. 3 pages. Carol Glasgow. Registration Support
Branch, RD. EPA File Symbol 4816-688 Permanone Multi-Purpose 10% E.C.
reevitluation of tox category, primary derma) irritation. MRID 43893001.

(10} February 22, 2001, Memoranduim, 11 pages. Steven Weiss, Registration Actlpﬂwu
Branch HED. Review of Permethrin Rub-Off Trial from Astex Mattress Li ines. .
MRID #45236001. ST

(113 April 26, 2001, Review. 3 pages. Vern McFarland. Insecticide Blan&a Fiﬂcaﬂ
Review of Unicorn .50% Permethring Provigle references in suppanaf fe- toa, ...
registration of a new product containing an old chemical on the basissf the aiic- «

-

all method, Teler < Ces
{12} EPA letter of approval and file for BPA Registration No. 81401-1, Jmud anher
26, 2004, n..‘
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Carsver San Francisco
Lo Arggelted Washington, DC
Fhiladeiphia Brunsely
JOHN D CONNER, JR. BRI ADDRESS
{202} 498-7549 joonngrpiRmaekannalong.com

December &, 2605

By BE-MarL anp LS, Man

(George T. LaRocca (PM13)

Insecticide Bramhﬂ{cglstmnon Division (7505C)
Office of Pesticide Programs

Environmental Protection Agency

Ariel Rios Building

1200 Pennsylvania Avenue, NW

Washington, D.C. 20460

Re: EPA Registration 81041-1
Dear Mr. Larocea:

Cur firm represents Bikel Company, Ltd, (“Bikel™), the registrant of EXPEL™ (EPA
Registration No. 81041-1). Iguana LLC (“Iguana”) is the supplemental registrant/distributor of
Fop-Up Bed Net (EPA Registration No. 81041 i-ééﬁﬂﬁ} We have been advised by the Defense
Logistics Agency, Defense Supply Center Richmond {(“DSCR™) an ‘Armed Forces Pest
Management Board (“AFPMB”) that EPA’s Office of Pesticide I’ragrams'{“()??”), chlstrahau
Division ("RD™), has issued an opinion that BYPEL's registration, which permits the sale and
distribution of permethrin-treated “gannentffabm, Ges not permit the a_le: and “distribution’of
permethirin-treated bed netting.  Acting onn RDY's opinion, the AFPMB removed Iguans from the
list of eligible source suppliers for the treated bed netting. DSCR, actinng on RIY's opinion and
the AFPMB decision to remove Iguana as a source supplicr, then issued a stop work order
affecting all of lguana’s government coutracts for the. treated bed ncmng ‘lguana ix a ‘certified
small business that relies beavily on defense contracts for existence.” For this reagon, RD’s
actions have caused and continues to cause Bikel and Iguana significant irreparable injury.

Although Bikel applied to RD on December 1, 2005, to amend its registration to
substitute “product” for “garment/fabric” and to include bed neiting among a list of “washable
items,” we respectfully submit that the sale and distribution of ;}emthnndreated netting is
permitted under the terms of EXPEL™ s original garmemffabnc registration. We are unaware
of any FIFRA regulation or policy that states that bed netting is not fabric or, as Iguana was
informed, that “fabric does not mean all fabrics.” {11/29/2005 c-mail frof CHif Myers to Marla
Redfearn.) {Enclosure 1) Indeed, BPA’s Pesticide Assessmemt Guidelines (Subdivision G}




*Inert ingredient information may be entitled to confidential treatment* .
*Product ingredient source information may be entitled to confidential treatment*

George T. LaRoeea
December 6, 2005
Page 2

define “fabric” as “all animal, plant, and synibetic fibers or blends to such rmaterials”
{CGuidetines at § 95-14(a)(1) at page 276.) (Enclosure 2.)

RD is estopped to now contend that “fabrics” means something other than “fabrics.”
because Bikei’s February, 2004, appiwauon expressly advised RD that the irealed
“earment/fabric” articles Bikel intended “to.-sell and distribute under the BXPEL™
“aarment/fabric” registration included treated. nétting. Bikel's application stated that it intended
to treat garmonts and fabrics with

Additionally, Bikel's Confidentinl Staiement of Formula {“CSF™) in support of its
EXPEL™ application under “Components in' Formulation™ listed, in addition to permethrin,

smphasis added.}) Bikel's

February 17, 2004, lelier transmitting to you its apphyauan under " Proposed Uses” stated that
EXPEL™ ig “pmposcci for the use of treated fabric in the manufacture of articles such nef{mg,
tents, shelters, awnings, truck covers, hunting hlinds, backpacks, sleeping bag shells; in
outerwear garments ... and for domestic animal care products. ...” (2/17/2004 letter from R.
Bruce Jacger to George T. LaRocca (PM 13) (MRID 46208400) (emph&sis added).) Finaily, the
Bikel. application’s “Description of Beginning Materials and Manufacturing Process” (MRID
46208402} and the application’s “Discussion of Formation of Unintentional Ingredients During
Expel’ Mmmfacmnﬁg Process” (MRID 6262&8403) ‘both stated that the treated articles the
registrand. -intended t© manufacture included nctung As Bikel's application clearly and
repeatedly informed RID that it intended to self and distribute p&maﬂmn-tma{ed netting - as
well other treated fabric articles that Bikel's appiica{zon specifically enumernted — under the
EXPEL™ “garment/fabric” registration, the Agency is now estopped to assert that somehow
treated-fabrics doos not include treated hed netting fabric.

We respectfuily submit that the sale and distribution of permethrin-treated bed m.mnk,
ander the EXCEL™ registration i3 trothful and not mslcadmg fguana has made no claim in
connection with the sule and distribution of its netting that differs from any claims made in
connection with EXPEL’s registration. (FIFRA § 12(a)(1){(A), (B)). We request the opportunity
lo meel with the Agency as soon as possible, and. we request RD to 1mmc£imtcly inform the
ARPMB that the original EXPEL™ registration compllezs with the requirements of FIFRA.
EPA’s communication to the AFPMB and the subsequent removal of Tguana from the NSN
Procurerent ltem Description ag an eligible source supplier for treated bed nictting are causing
lguana and Bikel continuing, irreparablc harm. In the cvent that RD has forwarded any
information on this matter to Office of Enforcerent and Compiiance Assurance (“OECA™), we
request that RD send a copy of this letter io OECA as well.

18




George T. LaRocea
December 6, 2003
Page 3

Thank vou for your assistance.

Very truly yours,

d n B, Conner, Ir.
Counsel for Bikel Company, Lid?

cc Marion Johnson
Lois Rossi
Jennifer A. KerkhofY, Esq. (Counsel for Iguana LLC)

Enclosures




Enclosure 1

From: Myers, Cff (DSCR) {maitto:CHY. Myers@dls.mil]

Sent: Tuesday, November 28, 2005 1115 PM

To: Marla Bedfeamn

Cc: Booker, Angalia (DSCR); Willlams, Susan C (DSCR); Bank, Marit (DECR); Kerichoff, Jennifer A.; Ernest
G Stewart

Subject: RE: Procurement Hem Description Revised

& formal letter is forthcoming from Ms Booker. Email response from
EPA showa below along w/ aifimﬁw& ArPMEB fe%:t@r to DSCR. pwvides
rationale for removal. EPA considers bed neﬁing to be different and
not the same as fabric.

“ii CHiff,

I spoke with George LaRoccea and he verified that "abric” does not
moan all fabries. If treating h@d w@%ﬁﬁg, it mws&_%@ on the ;am Bo i
the distributor ... want bed netting on thelr label the ¢ they dismuw,
the basic registrant mast amamﬁ their label to m%if _imﬁtiwﬁ% for bed
netting. The only product labeled for | ﬁ@t‘ting 15 821081,

Ere

T

Have a great Moliday.

Linda Arrington
Reglstration Division
703 305 6249

703 305 6920 (farx)”

tf you have any additional questions, please advise.

B/

Clifford A Myers

Chemist/AFPHIE Pesticide Committee ChairMotary Public
Befense Supply Center Richmond

ATTH: FAEAA

8000 Jefferson Davis Hwy

Richmond VA 23297-5809




804-279-3995
DSH prefix: 695
B804-278-3653 Fax
804-651-4630 Cell

Frone: Marla Redfedm [mailto: mar%ar@ro@a net}

Sentr Tuesday, November 29, 2005 12:52 P#

To: Myers, CHY (DSCR)

Ce: Booker, Angella (DSCR); Williams, Susan C(DSCR}; Bank, Marit (DSCR); 'Kerkhoff, Jennlfer A;
Ermest G Stewart

Subject: PW: Procurernent Btem Deseription Revised

Kir. Myers,
fam rique&lmg a status on DSCR's raview of the documents lguana submidted on Konday 26" SEP per
Harit Banks request. | have not had any contzct from the technical staff due to any issues that arose
from what lguana i understanding was 3 prolest by a company on |guana’s contract SPOA0E-W-8000,
which was lurned over to legal. Neither have Lbeen forwarded & copy of the protest from legal; onty
iseued a "Stop Work Order” that fegal mquasb&d be issued lo Iguana on November 1. We haven't even
been Informad as to what the protest congernad.

At this point lguana has not been nolified as why we were removed, or that we were even Temoved as a
quatifisd supplier, therafore not given an opportunity to address the izsue before we were removed, We
discoverad this through our standard operating procedures to chaeck on the status of our items a3 2 twice
weekly review, Wo check the Progate, DSCR's site and Fed Biz Opps, frequently.

lguana would tike to resolve this issue promplly we do nol want this to affect iguana’s eligibitity for any
contract awards for these items. Please nform tguana by 4 pm togday of DSCR's intentions.

Respectiully,
kofla Redfeam
iguana, L.L.C.

From: Marla Redfearn [mallto:mariar@ross.net]

Sant: Monday, November 28, 2005 9:16 AN

Yo: CHff Myers {cmyers@dia.mil)

Ce: 'emest.stewart@iguanallc.com’; fennifer kerkhoff@trovtmansanders.com; “Angels Booker@dla.mit
Subject: Procurement Item Description

Mr, Myers,

Could you plesse clarify why Iguans has been removed from the “Procurement itam Description” on NSN
3740-01-518-7310 & NSN 3740-01-518-4415%

Respecifully,

Marla Redfearn

iguana, LL.G.




Enclopure 2

VR

276
on represeabative pickagor wilch should be examingd for insect peastratlon, and
for ingeckk in the cosmodity, &t f;aqmnt intervals throughout the tests.

1 (4} Hesidesl orotectents. Hssidusl protectants should demcnstrate
efficsvy comparahie to & reglstered standard such as malathlon.

F : {5} Vapors, (Reservedi,

§ 9514 PFebric treatments.

This sscblon goncsyns the dakz considerstions For efficecy evaluation of
paticids products vsad for coatrol of levertebrate pests of fabrien. The
principle paats of fabrics include the webbing clothes moth and black carpet
boatle.

{2) pufinitions, The following definitions and explanstions are of
specisl importancs is wndsrstandiang Yhis section:

(1} <The tora “febrices” vafay bo 811 animasl, plant, end synthatie
Eibere or blends Lo sush matertglaz.

" {2} 7The vorm “Lspporery fabric tromtmants® refers to nea-residurl
apeny spplications whildch Xi1l fabric peets by contact zetion.. Such
Ereutmants may reguire repcabsd spplicablon.

3
’ {3) ‘The term “sesipormmnent febwic treatwents” refers ko residusl
cheoulonl applicationz to wool, fur, or heir rUgE, @amws&a ard blenkets
&y CORINE GPFaySs oF, iR come cawes, im dry clessing golutisas. ‘o propare ;
for semipermanent mthweaziﬂg ksste, the articles. mmt be spreyed lichtly
Bub wmiformly entil the vurfaces are moist but never sozked or saturatsd,
and the spraysd asreicles thoroughly dried hefore testing.

(4) he tesm *permanent ‘fabric tresimants™ ratt”a o residusl chomical
impregnation in the fabrie duxim; the dye process. Tast to deberming wffec-
tivensse of bthese brestmenie regulve that thae m;wwwﬁ fobrice be Dawbed
before snd after represbed wmuhing, drycleaning, snd other tests auch a6 the

porformance bovts of the Rssrican Kopocistion of Textile Themints mznd
Coloriets.

{b} Gengrel constderstions. *he testiny of 2 psebtlicide for household uss
should follsw the eame procedures o5 BYS sppropriszie for its commercisl use.

{1) Teatr spegius. Although several avecies of ingects attack woolen
fabric and other animal fibers, the wabbing clothes moth and black chrpet

beetle should he wsed in conduckling efficacy teate for fabric provectents.

{2} Husber of test insectn, The number of best Lrseots wsed 1 impor-
gant in aﬁt&iniw [ =1 &Qmaw svaluation of theze typus of trustments, s
&t lezat 120 ingeets of auch gmt etege uawm ‘and ‘edulks) a}muie be used

Bprays). Wien evelusbing semipormsment end permanent febric proteotants,

22




277

ues the nusbar of Insecks swt forth in the offlclel CTEMA “raxtile Panyistance
Task®, and the Esericen Asscclation of vaxbtill Chemists and Colorisrs besk
sathod 24-1977.

(1) Husber of krislo. Four large-scale trizis are generslly preferred,
and the numbey of triuis can. vary asmevhiat dus to the acceswibility of infes-
tations, floctuations in the' wsh p@pulutior: gr" :e' 4y _bshavior, angd okhax
smportant considevations in Ehe blology of the tArgat: pegt. Racause of thre
nature of febriceinsect pmblw‘ Aurge scale zriala:am aften muhle
vy condutt. However, Lor pemnwnt tabric tresbtsents, lsnorstory eppilcztion
dnta should be supplemented by pllot plant or =mill scale application dszta.

{4} Observations. ¥or sgents providing bemporaxy mothproating, the
teat insscts ehould ke nbaervea 24 and 2B hours &fb&r krestsent and thse
pureentage of mwakaé_ : %0} and deed plug’ mrihtmci Toen) ingacks
vecorded., Dats chould be prosented &n pabular foxm.  When testing mesi-
porianent m&@rmfiﬁé_ptmas, the &gsp:apzl&m zmﬂt-wlwt or
fabric-waight lesa ddis, wzmlzty daks, amd Bhe uyticei results atould
ba submitbed in babulsr zom_. visuzl fesding Mw rotings ares uvseful.

(5} Applicstien ‘technlisues 454 equipment..  Was dats obiained wast
roflect the sffectiveness . of  the TS produce shen sppliad in ceasstelal
ary-cleaning sznd dying Waipmﬁt‘ Yor general contldératicns,” retw ko
§ S0-5 {ai(3{4).

(6} RZvalustion and repurting procedures. e procedurce used ko
evalunte product geriornancs -ehould wa apecified in thy dahs. Reports ghould
include mortality, Zabric wi@:t lows, sxcrement weight, anslyt&cnl regults,
o other wasursz of é&temﬁning the effweiwwa of the test product.
tmiz ohtazinad should Lo baned on the offack of am tank pm'admt in proteciing
fabrice from domage b? ehe larvel stage of the posks. &1l chaerved sdversw
offecte of the tsgl produck shuuld ba reported, - ¥or gensral considsrations,
refer to §§ 90-3 (c)(2} end (d}{1] throuch (4}.

(c} Suggested. pﬁrfommm rtandards., Thedse noggested standards are

; &.‘W”;t@ry basty folloving
provedurss set Q’er&z" _ ey cfﬂei&i FLTTTY smaxtlile Aesietsuce Tesk ,* znd
the Aserlsan Assoclat! ? fTextile Chealst and Colorists standard tegt
wasthods 241977 ezl 23-&97’7; the performance wtandsrds cover the following

Taherio pauhss w&bim &latkw moth and blaok carpet besylu.

{1} Temporsry eahrlc tremtmntm mnj:_ggggua_z products thet should proe
vida rleost complate (9%%) control under rémk&ﬂ treateents weary 30 Says.

{2} smi»pe'nés&h ii'é."fabric trstmsnte . mmmwl producks should

aegsclietion ot 'Nx!:&l& l':hmzahs and r‘alorish!: tmst. sathody far 6 muthn
LO GHRE YOar.




1

{3} Persmanent fabric trestmsnts. Residval products siich are lsprage
kaked into the fakric during the dyeing process should provide: protection of
the fabric sy specified by CSMA and the dmsricen Association of Textile. -
Chemists and Colorists before bnd afber the performance tests Iisted Below:

Hanipulation Minimum requirements Haximus requiresents

dashing 5 times 10-15 vizes

: Dryeleaning « & tlmes 16w1h bismes
Jrodentd golvent or
perchlorowthylans
Hok presaing 5 timss 10~15 tizng
Bet waker $ lmmarsions
Perapirationt

1 acig - 5 tmoersions .

alkaline -~ 5 Pasarsions

tight: Pade-Cusber Brandard ¥ading 0 Btandard Pading

heues hourse
Bbrasion 24048 rawvolutions -~
waar tegt msching
Z000 revolutiona for
G minsbos ~

hesgleroboy

24




*Pages 25-26 Product ingredient source information may be entitled to confidential treatment*.




Plosse Read All ingyuctions Betye Compleling Wis Form (Fomr must be giped)

Fotm Apptoved. OBIB. No, 20700044

LTy

Adedtest Srates

Environments! Protection Agency
Gltize of Paridide Frograms (TS080
Wm?mgm:i, GE 20480

Rotice of Supplemental Bsstribntmn of a R@g:s{emr} Pesticide Product

Inztructions

After a registrant haz obtained final registration for the baslc product, the registrspt may thsn *upmemmtaﬁy
distribuite histher groduct. One form must be submitted for sach distibuter prodict and must be sligned by the
distrinster involved. The basic replstration number ‘and the distributor company number must be shawn,

¥ & registrant bss @ potentisl diswibitor who does not have 2 LOmpEnY numb@: aggﬁqn&d shefhw should have the
disteibutor apply, on letterhead siationery, to the Bepistration Division 1o bave a number sssigned pricr to submitting

this form to the agency.

This Hotice of Supplemerntal Disitibution must be gubmitied by the bagic registrant. The completed fora must have
the coneurrente and signsture of both the registisnt and the distributer, : _

ErA Regawatisn Nember of Peodust ing;rﬁ&wtar Corrgrany Humber I
so411 | 66306
B Nota* De not submit disttibutor product !ﬁ?&ﬁ 3 ceatae
. bama of R&a@;t:lcd F‘f:?duct {auic ;?mwc( nigma sovented by FR4) ; trissihatar Pradiuat Mame ceevae i .
3 * * : .
tent, shelter, net, garment, rugs, blanket; jguann pop-up BEDNETS, _ °  feafs
Hame and Address af Distributar (Tipay drcfude zm crzﬁaj . e - . e
IGUANA, LLC seses PR
2474 Magnolia Road venae .
Thomasville, GA 317g2 ~ '::

Resd AN Conditions Bétore Signing

1. The digiibutor product must have the same composition as the basic product.

Z. The distributor product must be manufactured and packaged by the same parson who manufactures snd packapes
the registered basic product,

3. Tha lgbading for the distributor preguct must bear the same claims 35 the bagic produnt, provided, however, that
specilic claims may be daleted if by doing 30, ng other chanaes 1o the labe! are necessary.

4. Thy product must remain in the manufacturer's unkeohen contaings, _

5. The labe! must bear the EPA registraton number of the basic produsy, followssd by 8 hyohan and the distibutor's

company manber,

&, Disteibutor producct lobels must bear the name and address of the distributor guitified by such terms as "packed
tor.* distributed by,.."; or "sold by...” to shiow that the name iz net that of the manufacturer.

7. Al conditions of the basit registration appty equally 1o distributor products. It iz the responsitdlity of the basic
registrant 1o see that aff distribator fabeling is kept in compliance with requiferments placed on the basic product,

Dhswibutor
e Frodett Mame spocifed shove, sulfost B the condifions specifivd sa this Motce,

r i

Ul

MANAGING PARTHER ..9-25-04

& Hegistrant

[ agrwe That e diptduter semny sbave may Hrudote sed sell the Nsteibutsr Froduel snecifivd ohovi, sulijset to the copgitiniis tpatified on 1hix
Mative,

Signatre srud Tide of Reginirand ST e / Date

epd, A, A

Wilioe « EPA

£P Fortm B5TGC5 ey, §-34] Pravicus sditiont sie sheelely. ' t
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OCT 26 ot A

Mr. Robert B, Jacger

Agent for Bikel Company, Lid
liealth& Environmenial Horizons e,
2851 South Hayen Rd

Annapolig, Md 21401

Subject: Amendment: Finished Labels
EPA Registration No. 81041-1
Expel

Your submission dated September 24, 2004

Dear Mr. Jaegen:

The labeling referred o above, submitied in connection with registration under the
Federal Insecticide, Fungicide and Rodeniicide Aot (FIFRAJ, as amended, is acceptable A
starnped copy of the accepted label s enclosed for vour records,

if you have any questions regarding this action, please contact me at (703) 305-6140,

Sincerely

George T, LaRocen
Product Manager 13
Insecticide Branch
Registration Division (75030)
Enclosure: Stamped copy of fabel
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Expel
9/24/04 Bection 3 Regisrration HASTER Labsel

Hang Tayg
Hang-tag on cutside of garment {remcvatﬁéby consumer).
EXPEL™
Insect Repelent Fabric/Appare!
ACTIVE INGREDIENT: %% wiw®
Permethrin. . ... .. 0.52%
OTHER INGREDIENTS: {(Garment} .................. 93 48%
Total ... o e 100.00%
EPA Reg. No. 810411
EPA £t No. 81041-CHN-001
* This garmentfabnc has been trealed with Permanone 40 MFG Concentrale
comtaining the insect repellant, Permethrin,
. Repels mosquitoes, ticks, ants, {lies, chiggers, and midges.
. Do Mot Dry clean - Dry cleaning removes active ingredient.
. Repellency remains effective for 25 washings.
. Do Not Re-reat garmentfabiic with ofher Pormetinin insact rapetient products,
= For protection of exposed skin, use in conjunction with an insect repeflent registered
for direct application to skin.
. Wash treated garmeniiabric separately from other clothing/fabric.

Storage and Disposal

Do neot conlaminate waler, food or feed by slorage or disposal,

Disposal; Digcard in trash when clothingfabric is worn oul. Do not reuse clothing/fabric for pumoses
other than originatly intended.

H is a violation of Federal Law to use this product in a manaar inconsiatent with its jabeling.

Retain this tag for fulure reference on proper handling of this fabric/garment. This tag must
not be removed except by consumer,

Manufaciured by Bikel Company, Lid,
Seott, Korea

. .
LT

+ (I XL R ]

. * »

» . " .
» * »

E e LR SN

* *

ke e
» .

ey X231

- »

» TSI
LE R X
LA R A d




Bxpel
9/24/04 Section 3 Registration MASTER Label
Garment Tag

Garmant tag permanently aftached to treated fabric/garment,

EXPEL™

Inseet Hepellent Fabric/Apparel
De Hot bry Giean
Bepels mosquitess,
ticks, znts, spiders,
Hien, chiggors
ang midges.
Refolienoy ramaing
gilective for 25 washings.
Activg ingredient:
Pemmathrin
0.50% wiw
ERA Ragd. Mo,
&304
EPA Eal. Ho.
BI04 1. CHN-00t
Dispose of labric/garment
in frash. Wagh sepamialy
frewn Giher fubnic/gamant,
Frefer to Hang Tag for
more infarmation.

This teg will comply wilh the universat size for such Homs, fimfied 19 what can be permanently sllachad 1o apparel, based
on requirernents of the garment ard clothing ndusiny.

[ XX ]

* L3
LA R X ]

XYy
L] -
L XN}
LR X

L]

L X &8

kEka el

LE AN RN 3
* -
LE ]

[ E XXX}

-
LA X ¥ 2]




RN TS ’:’Lﬁxﬁ

L




Health & Environmental Horizons, Lid.
2851 South Haven Rd.
Ammnapolis, MD 21401

Phone 410-721-7689
Fax 301-261-3114

September 24, 2004

George T. LaRocea (PM 13}

Insecticide Branch/Registration Division {7505C)
Office of Pesticide Programs

Environmental Protection Agency

Ariel Rios Building

1200 Peinsylvania Ave, NW

Washington, DC 20460

Dear George;

SUBJECT:  EPA Registration No. 81041-1, Revisions To Label In Response to EPA
Registration Approval Letter, dated 9/13/04

First, thanks for all of the assistance and advice you and your staff provided to us during our
efforts to obtain the registration approval for Expel, EPA Registration Number §1041-1. The
labels have been revised according to the conditions specified in your approval fener, dated
9/13/04. These revised labels are attached.

Onee again, thanks for your assistance,

Sincerely,

=
ja-@gggf< -
Robert B. Jaeger
President

Attachiments: (1) Expel Garment Label, dated 9/24/04
(2) Expel Hang-tag Label, dated 9/24/04
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{15, ERVIRCRMINTAL PROTECTION AGRNCY Ffh Reg Humber, | Dato of bsuance: -
Oiffigy ol Togricids Piograms ) ) ”
Resistration Tivision (HI305¢) g1041-1 SFP 13 004

405 BN SLL W _
Wrskingioe, 13 0563

Term ol tsmseze: ynditional

NOTICE OF PESTICIDL:
% Registration
. Reregistration Exnat

Huae aof Fostieide Produs))

{ugudor FIRA, 85 st

Hame and Address of Registrent Hoecluda ZIP Codael:

Bikel Company, Ltd

Sudo Building 3" Floor, 160-18 Samsung-Dong

Kanganm-Ku, Seoul, Korea

Mote: Changax in lebeting <iffering (n substancs from that accepted i connoction with this iegistration must be submiited In and scceptsd

by the Reglstration Division prior to use of tha labsl in commerce. In sny correspondencs an this product shvays refor 1o the shove EPA
PRI EHion furmber,

On the besty of information furnished by the reglstrant, the abova numed pesticide 1s hersby registeredierenistered undsat the Federat
insscticide, Funglcids and Bodanticids Act.

Begsiration is in no way t¢ ba construed a2 an endorsament of recommandation of this product by the Aganey, In order o prolect heshl
sird the emvrenmenl, the Adarintsirator, on his motion, may & any tme suspend or cancsl the tegistration of B pesticids in atcordance
with the Act. The seceptence of eny name in conssetion with the registration of & prodoct under This Act iz not 1o be congtrued as giving
the reglswant a vight 1o exalizsive use of the name of 16 s wsa H | has basn covered by oihers.

This product is conditionally registered in accordance with FIFRA sec. 3{eX7HA), provided
that you:

1. Submit and/or cite all data required for registration/reregistration of your product
under FIFRA sec. 3(c)(5) when the Agency requires all registrants of similar products to
submif such data; and submit acceptable responses required for reregistration of you
product under FIFRA section 4.

2. Wiake the following labeling changes:

a) Revise the EPA Registration Number to read “EPA Reg. No. 8104117

b) Change “may™ to “must” in the statement “This tag may not be removed...".
3. Please submil two (2) copies of your final printed Iabel for before your release the

product for shipment. If these conditions are not complied with, the registration will be
subject to cancellation in accordance with FIFRA section 6{¢). Your rclease for
shipment of the product bearing amended labeling constitutes acceptance of these
conditions. A stamped copy of the label is enclosed for your records.

If you have any questions regarding this action, please contact BeWanda Alexander of
my team at {703} 305-7460.

D bt

LaR{}wa, Product Manager(ﬁ) 1B/B1I (7505C)

EEPA Form BRTO-A




Expel
2/9/04 Section 3 Registration MASTER Label

Hang Tag
Hang-tag on oulside of garment (removable by consumer),
EXPEL™
ingest Repeilent Fabric/Apparel
ACTIVE INGREDIERT: Yo wiw
Fermethrin. ... ... 0.52%
OTHER tNGREDIENTS: (Garment) ...... ... .. ... .. 899.48%
Folal ... 100.00%
EPA Reg. No. 81041-R
EPA Est, No.
. This garmenifabric has been treated with Pammanone 40 MFG Concentrate

containing the insect repelient, Permethrin.

Repsls mosquitos, ticks, ants, flies, chiggers, and midges,

Bo Mot Dry ciean ~ Dry cleaning removes aclive ingredient,

Repellency remains effective for 25 washings.

Do Not Re-treat garment/fabric with other Permethrin Insect repellent products.

For protection of exposed skin, use in conjunction with an insecl repallent registered
for direct application to skin.

. Wash treated garmentfabric separately from other clothing/fabric.

L4 L] L] L] L4

Storage and Disposal
Bo not contaminate water, food or feed by storage or disposal.

Disposal: Discard In trash when clothing/abric is worn ott, Do not reuse clothing#abric for DUrposas
other than originally intsndad.,

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling,

Retaln this tag for future referance on proper handiing of this fabric/garment. This tag may
not be removead excapt by consumer.

Manufactured by Bikel Company, Lid.
Seoul, Kerea
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Bxpel
2/9/704 Sectlon 3 Registration MASTER Label

Garment Tay

Garment tag permanently attached to treated fabric/garment,

EXPEE™

tnzest Repellant Fabric/Apparet
bBo Hab Dry Clean
Rupaly magqeivsces,
cicks, ants, spiders,
tiiey, chiguers
and midges.
depaliancy remalns
facnive for 2% washings.
Aotive Ingradieny:
farmErhrin
3.52% wiw
@A Red. Uo.
RIfd1-R
28k Bz, Ho.
BLG8L~
Dispose of fabricsgarment
i tyesh., Yaxh zepsrataly
fvrop nther fehric/garmens.
Reler Lo Heng Tay for
mora infommation,

Thiz zag will cuomply witf the universal zize for sucH itemns, iimited Lo whal can b=
vermanently atcaehed Lo apgpacel, bagsed o0 yeguiremenes ¢F the gament and plething
inguetey.
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89/88/2804 8130 30912619491 REJAEGER FAGE

Health & Environmental Horfzons, Lid
2851 South Haven Road
Annapolis, MD 21401
3042613114 (phone/fax)

3@%}"

DATE: September 7, 2004

TO: Geotge LaBoccs (PRLT)
Insecticids Branch/Registration Diviston (T5050)
QFp '
EPA

FAX NO: 703-605.1225
FROM: Bruce Jusgsr

MESSAGE: | have attached 2 revised copy of the Dats Matrix, BPA Porm §570-35, dated 37704, as
requested, Unfortunately, thix naw forem doss not print uniformly and you cannot glier the print size, so
some of it looks different, Hopefully this wili suffice, I will provide a hard vopy this week if { receive your
approval. I bave contacted both Valent and Bayer regarding use of their acute data and have offered to pay.
1 2m reguesting that they provide an authorization to you, but it probably will not errive untll pext wesk. In
the interim § hope thiz wili suffice o move this action along and receive some good news for & change.
Please let me know if there is anything else you need a1 this stage. The company has potential contracts that

are contingent upon EPA’s gpproval. Pleass call me when you get & chence (418-971-1784 or 410-721-
T6E9}

Thanks again for your assistanca.

36
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—*Product ingredient source information may be entitled to confidential treatment*

DATE OUT: 30/JUN/2004
FEED: PRODUCT CHEMISTRY REVIEW OF: Manufacturing-Use [1End-Use Product [X]

DP BARCODE:D304282 EPA RECEIVED DATE:07/JUN/2004 FILE SYMB
PRODUCTNAME: Bxnel MEID No'd62084-01 10 -03 & 462851-01
COMPANY NAME: Bikel Company, Lid, T o

SOL/REG . #:831041-R
ON-FOODUSE [X]
STION.CODE:R30

PPC NUMBERS OF THE TGAT IN THE PRODUCT: 109701 DECISION NO.: 340273

FROM:  Sami Malak, Chemist &767 Zlad il . 6 E”z,,@'} i
g‘{ e i

TO:

Technical Review Brancl/RD (7505C)

13 George LaRocea/BeWanda Alexander
Isecticide Branch/RD (7505C)

INTRODUCTION:

i

The applicant, requested a “me-to0™ registration of subject praduct claiming its similarity (o Buzz
Off Insect Shield Apparel, Reg. No. 748432, Tis support of this action, the applicant included
product chemistry data, a basic CSF daled 10/FEB/2004, a draft label EPA received on
19/FER/2004, Fonmulator's Exemption Staternent, Certificate With Respect to Citation of Data,
and Data Mawrix.

FINDINGS:

The subject product was produced by a non-integrated forrnufation system, meaning that
the technical souree dn the product is registercd. The product contains 0.52% permethrin,
Reg, No.

The subject product, is an insect repellent fabric/apparel,

The subject product is substantially similar in composition to Buzz Off Insect Shield
Apparel, Reg. No. 74843-2. Both produci contain the same active ingredient at the sante
nominal concentration, upper/lower certified limits, and similar physical chemical
properties.

Adequate analytical method is available for enforcement. The method was previously
submitted g evlewed in connection with registration of the techuical source, permethrin,
Reg. No,

The submitted product chiemistry data is adequate and support “me-too”™ registration of
subject product.

The label claim nominal concentration of .52 % permethrin is consistent with that i the
basic CSF and are in compliance with the regulations of PR Notice 91-2. Further, the
storage aud disposal statement and the physical or cliemical hazards statement are in
carnpliance with the regulations of 40CFR§1536.78,

The prapased basic CSF dated 10/FEB/2004, was filled ow correcily and completely and
agree with the label claim nominal concentration as per the regulations of PR Notice 912,
Further, the upper and lower certified limits are within the standard limits of
40CFRE158.175(h)(2). All ingredients claimed on the CSF are cleared for use in pesticide
fonnulations intended for non-food uses,

41
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CONCLUSIONS:

I From the product chemistry view paoint, the subject product is substantially similar in
composition to Buzz Off Insect Shicld Apparel, Reg. No. 74843-2 {Finding 3).

1. The TRB has no objections for a “me-too™ registration of subject product. Product’s label
EPA received on 19/FEB/2004 and basic CSF dated 10/FEB/2004 are acceptable as per
Findings 6 & 7 above.

REVIEW OF PRODUCT CHEMISTRY DATA:

1. A statement of data confidentiality dated 10/FEB/2004 was included with this sulunission
claiming confidentiality of some of thie submitted'data on the basis of its falling within the
scope of FIFRASIOWWIXA), (B), or (). Review of CBl data was removed to
Confidential Appendix A.

A GLP statement dated 10/FEB/2004 was included with this submission to the effect that
the submitted studies do not fall within the scope of the GLP requirements of 40CFR$160.

b

Group A, Scries 830-Product Identity, Composition, and Aunalysis (40 CER 155, 160, 162,
167, 175 & 184)

830-1550 Product Idenuty and Composition

The subject product was produced by a non integrated fonmulation systein meaning that the
technical source in the product is registered. The product contains 0.52% penuethrin, Reg. No.

lus cleared intentionally added inert ingredients {refer to product’s linsic CSF dated
I/FEB/2004).

830-1600 Description of Materials Used o Produce the Product:
Refer to Conhdential appendix A.

§30-1630 Description of Formnlation Process:
Refer to Confidential appendix A,

830-1670 Discussion of Formation of Impurites:
Refer 1o Confidential appendix A.

830-1700 Preliminary Analysis:
Refer to Confidential appendix A.

830-1730 Certified Limits:
Refer to Confidential appendix A,

830-1800 Enforcement Analyiical Meihod:

Adequate analytical method is available for enforcement. The method was previously submitted
and reviewed in comection with registration of the technical source, perinethrin, Reg. No




3

Ydentity, Compasition, Formulation, and Analvsis, Subrroun A, Serics 831550 1o 830.1800

{40 CFR 138,155 to 158, 180)

: 1 Referenc IRID N
1550 Product identity and composition Y 46208401
L1600 Description of materials used 0 produce the product Y 462084-02
1620 Description of production process NA
1650 Deseription of fornmlation process Y 462084-02
1670 Discussion of formation of impurities Y 463084-03
700 Preliminary aialysis NA
1750 Certified limits Y 462881-01
1800 Enforcement analyiical method Y referenced

Explanations: ¥ = The requiremens were fuldflead; N = The reguirements vor fufiled: NA = Notapplicalds; G = Data pap; U = Regquites
upprading: § = Incownpdete or i progress; W o Waived.
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*Product ingredient source information may be entitled to confidential treatment*

. *Manufacturing process information may be entitled to confidential treatment*

4

Confidential Appendix A

830-1600 Description of Materals Used ta Praduce e Product:

The subject product was produced by a non integrated formulation systen: meaning that the
1echimical source in the product is registered. The product containg 0.52% permethrin, Reg. No.
plus cleared intentionalfy added inert ingredients intemnded for non-food uses (refer
to product’s basic CSF dated 10/FEB/2004),

830-1650C Description of Formulatian Process:

830-1670 Discussion of Formation of Impurities:

The applicant reported no impurides z0.1% by weight were kaown to be formed during
formulation and storage of the product. There was no chemical reaction in the process.

830-1700 Preliminary Analvsis:

Nat required for this non-integrated product,

830-1750 Certified Limits;

The applicant reported the same certified limits as those in product’s (refer to product’s basic CSF
dated 10/FEB/2004).

cerS. balak and Central File (Res. Noo $1041- 10,
TROSC T RINTRIGCH 2268 .00 0T LINI OO TO3 308 0308 < BIIMLR > |




URITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTORN, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES
AND
TOXIC SUBSTANCES
TECHNICAL REVIEW BRANCH
SEVIILARITY CLINIC DETERMINATION
July 16, 2004
MUEMORANDUM
Subject: Name of Pesticide Product: Expel
EPA File Symboi: §1041-R
¥ Barcode: 304283
Decision No: 344273
PC Code: 109701 Permetbirin
From: Breann Hanson, Toxicologist /3/(/
Technical Review Branch L
Registration Pivision (7505C)
To: BeWanda Alexander, RM Team 13
Insecticide Branch
Registration Division (7305C)
Applicant:  Bikel Company, Lid.
Sido Building 3% Floor, 160-18 Sumsung-Dong, Kanganmm-Ka
Seoul, Korea
FORMULATION FROM LABEL:
Active Inoredient: % by wi,
HOT(G Permethirin . CAS Na. 32645-53-1 {1.32%%
Inert Inpredients: _99.48%
Totak: 130.00%
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P *
ACTION REQUESTED: The Risk Manager requests ¢

“Please review for substantially similar to EPA# 74843-2. Company has subinitted a wxicology
data waiver request. Included iv this package is a copy of the label, CSI, waiver request
justification, and cover letter.

BACKGROUND: Bikel Company, Ltd. bas applicd for registration of Expel, EPA File Symbol
81041-R, claiming similarity to Buzz Off Inscet Shield Apparel, EPA Reg. No. 748432, The
submission includes a copy of the iabel, letter and waiver request for the proposed product, and
CSF for both the proposed and cited products. The proposed and cited products are both
garments coniaining 0,.32% permetbrin, The cited product was reviewed in two previons TRB
emos (Redden, EPA File Symbol: 74843-1, D2R3609, 26/FER2003 and Backus, EPA Flle
Symbol: 74843-E, D289867, 30/JUN/2003),

RECOMMENDATIONS: TRB has evaluated the Tormulations of the proposed product,
81041-R, and the cited product, 74843-2, and have found them to be substantially similar. Based
on the latter TRB emo (Backus), we recominend the proposed product, EPA File Symbol
81041-R, use the same labeling as the cited prodiret, EPA Reg. No. 74843-2.  This product is not
& solution or suspension, and its use as ¢lothing does not reguire any special instructions. This
action bas made no determinations of the adequacy of the toxicological data which ay have
been submiited for the ¢ited product,
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20480

OFFICE OF
PREVENTION, PESTICIDES
. AND
TOXIC SUBSTANCES

June 30, 2003

MEMORANDUM

EPA File Symbol: 74843.E BUZZ OFF INSECT SHIELD APPAREL
DP Barcode: D288887

Decision Code: 214291

Case No: 067402

Submission: 88629070

PC Code: 108701 Permethrin, mixed cis, trans

From: Byron T. Backus, Ph.D., Toxicologist
Technical Review Branch
Registration Division {7505C)

To: Susan Stanten, PM 03
Insecticide Branch
Registration Division (7505C)
Registrant:  BUZZ OFF INSECT SHIELD, LLC

AGTION REQUESTED: Review of an application for registration of garments’
containing 0.52% permethrin with insect repelient claims.

BACKGROUND: The registrant is citing two existing registered products in support of
this application. Both of the currently registered products contain 0.5% permethrin as
sole active, including BITE ARMOR (EPA Reg. No. 48139-11) which is used to treat
clothing, as well as EPA Reg. No. 4818-696, The registrant is requesting waivers for all
acute toxicity studies, based on the fact that the cited products are in toxicity category
IV by alf exposure routes and are not dermal sensitizers. Because of the low toxicity
the final registered product would not have a signat word. The proposed ingredient

et
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tabel for EPA File Symbol 74843-E is the following:
Active Ingredient;

POrMETNTIN. Lo vt e ee e o raus s a e 0.52%
GAMMIBNLL e e v et e s et e n oo b e s 890.48%

COMMENTS AND RECOMMENDATIONS:

1. After examining the information in this application, as well as the labels and uses
of the cited products (EPA Reg. Nos. 4816-896 and 48139-11), TRE concludes that
the proposed product, BUZZ OFF INSECT SHIELD, EPA File Symbol 74843-E, can
be registered, subject to the comments below.

2. As the active ingredient at 0.52% is in toxicity category IV by all exposure routes and
is not a dermal sensitizer, the signal word *CAUTION" is not required. This product,
untike the cited products EPA Reg. Nos. 4816-696 and 48139-11, is not a solution or
suspension, and its use (as clothing) does not require any special instructions,

3. Because the cited product, EPA Reg. No. 48138-11, specifies that it is not to be used
to treat underwear, hats, caps or inner clothing, a similar restriction should be appiied
to EPA File Symbol 74843-E. The garments sold under this regisiration number
should be limited to outerwear (such as shirts, frousers, jackets etc.) only and not
include tight-fitting ciothing items or undergarments that would come into close
contact with the skin (such as intimate apparel, underwear, bathing suits, hats or

caps).

4. As the registrant's representative has stated that children under the age of 5 will not
wear treated garments, a condition of this registration should be that treated
{registered) garments will not include clothing for children of under this age.

5. This registration should be limited to clothing. it should not include items such as
sheets, blankets, or sleeping bags.

6. For the purposes of this action, TRB has examined the formulations and labels for
the products registered under EPA Reg. Nos. 4816-696 and 48139-11 and compared
these with the application under EPA File Symbol 74843-E and has determined there
is an adequate similarity. This action does not address the adequacy and/or
acceptability of any acute toxicity data which may have
been submitted for the two cited products.

[V
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C, 20480

OFFICE OF PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

20/February/2003

MEMORANDUM

Subject: EPA Reg. No. /File Symbol: 74843-E Buzz (M7 Insect Shicld Apparel
1P Barcode: D285609
Case No: 067402
PC Code: 109701 Permethrin, mixed cisdtrans {ANSD

From: John C. Redden, Team Leader st JCR
Technical Review Branch
Registration Division (73035C)

To: Susan Stanton, PM Team 03
Insecticide Branch
Registration Division (7505C)

Applicant:  Buzz Off Insect Shield, LLC
701 Grean Valley Road, Suite 302
Greensburo, NC 27408

FORMULATION FROM LABEL:

Active Ingredient(sy: % hv wi,

I

RGN EA Rt 101 ) ST UUURO U OO RUEU RO UUUS SRR
Total: 1084.060%

ACTION REGUESTED:




The Product Manaver requests:
A q

*On behalf of the Buzz Off Insect Shicfd, LLC, ChemReg Intemational has submiitted an
application to register clothing treated with permethrin to repel insects. Registration of
the wealed clothing is necessary, since the product docs not meet the criteria for
exemption as a trealed article. 1n support af this applicalion the company has submitted
requests for waivers o' all acute toxicity data. Please review the waiver requests and
delermine whether they may be granted, The permethrin produet that will be used © treat
the clothing is also pending registration (74843-R).”

BACKGROUND

The Registrant, in a tetler dated 9/4/2002, is claiming that their product is snbstantially similar to
registercd products. This registration wonld be for clothing impregnated with permethrin at
{.52% for; “...repelling mosguitoes, ticks, ants, teps, flies, chiggers, and midges.”

The Registranl states:

“Witly the increasing concerns aver mosquilo- or tick-vectored diseases such as West Nile
Viras and Lyme disease, the availability of clothing properly treated with an ctfective
repelfent, particularly when nsed in combination with u skin~applied repellent, could
provide cost effective and consistent personal protection compared to currently available
approaches. The increased incidence and concerns over insect-vectored diseases 15 well
known. Treatment of elathing with permethuin is one of the approaches recommended by
lhe World Health Organization. as well as by EPA and the Ceniers for Disease Control.™

Later the Registrant states that this product is Toxicity Category [V, and that no signal word, first
aid siatements or lmman hazard precautionary statements be regnired. The Registrant also states:

“As this praduct is expected o be haudted by children, albeit not worn by children under
age 3, we do not believe that it appropriate to include the “keep out of reach of children™
slalement on the labeling.”

The Registrant 18 submitling this aclion as a “me-too™ applicaiion and is requesting expedited
review, lora “me-too” application, it is regnired that a registered producet be cited,

The Registrant submitied a request for waiver of the acuie loxicity data. In that waiver request
the Registrant states that EPA File Symbol 74843-L is probably similar to EPA Reg. No.
71G12-1. TRB does nat recommend the waiver of the acnic toxicity data as actual data is
available to support this registration.
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RECOMMENDATIONS

TRB has determined that EPA File Symbol 74843-R is substantially similar to EPA Reg. No.
71012-1. TRB reqguests vhat the PM address data compensation issues with the Registrant,

TRB generated the following acute toxicity profile Tor EPA File Symbol 74843-R,

Guideline | Study Type Cited Toxicity
No. Product Category;
Core Grade
B1-1 Acute Oral 710121 113
81.2 Acute Dermal | 7101241 11
81-3 Acuile F1G12-1 v
Isthalation
81-4 Primary Eve | 71012-1 v
Irritation
81-53 Primary Skin | 710121 v
Ieritation
§1-6 ermal F1a12.1 Non-
Sensitization sensitizer
LABELING
PRODUCT ID #: G74843-00002

PRODUCT NAME: Buzr Off Insect Shield Apparel
PRECAUTIOMARY STATEMENTS
SIGHAL WORD: CAUTION
Hazards to Humans and Domestic Anlmals:
Harmful if absorbed through skin, Hanmful if swallowed. Avoid contact with skin, eyes or clothing. Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum, or using
tobacco. Wear long-sleeved shirt and long pants, socks, shoes, and gloves. Remove and wash

contaminated clothing before reuse. Wear: Long-sleeved shirt and long pants, Socks, Shoes, and gloves.

First Ald;
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If on skin:

~Take off contaminated clothing.

-Rinse skin immediately with plenty of water for 15-20 minutes.
-Call a poison control canter or doctor for treatment advice,

If swallowed:

-Call a poison contral center or doctor immediately for treatment advice.
-Have person sip a glass of water If able to swallow.

-Da not induce vomiting unless told to by a polson control center or doctor.
-Do not give anything 1o an unconscious person.

Have the product container or label with you when calling a poison control center or doctor or going for
treatment, You may also contact 1-800-wcot-xecox for emergency medical treatment information,

Labal Creatod by Joha Redden oa D2/26/70030as) Updaled by Johe Redden on 0272872003
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L1 This item is NOT subject to FFS action.
Action Code: £.30 Amount Due:. § /e e @

Voluntary Payment Reduction Amount:

0 0% 3 40% {3 80% Original Decision #:

£110% £ 50% 03 90%

0 20% 03 60% 1 100%

0 25% (3 70% OOother D- FELHEO D73

30% 3 75% L '
Reviewer: A/t Date: é’/% ¢

7 7

Remarks:

B W@;L{/V /2¢7 é;ué?jl‘

FES cover shaet révision 3
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Health & Environmental Horizons, Lid
28351 South Haven Road
Antmpolis, MD 23401
$I-T2I-7O8%301.261-31 14 (phone/fux)

Fnne |, 2004

US Euviropniental Protection Agency
Registration Division (75040)
VolPay/Linda Aringtow

Ariel Rios Building

{200 Pepusylvaiia Ave, NW.
Washington, D.C. 20460

SUBJIECT: PRIA VOL PAY: SMALIL, BUSINESS WAIVER REQUEST for FEES;
EPA Registration Nnmber 81041-R

Dhear Linds;

I request a fee for service for a small business and under the oriteria listed in the Pesucide
Registration Improvemeat Act of 2003 request a full waiver of all fees.

Certification foc Simall Bosiness:

Section {. Businesq Identification

Bike! Company. Lid.

Sudo Building 3 rd Floor

160-18 Samsung-Dong, Kaunganni-Ku
Scoul, Korea

EPA Company Number: 51041 cees
Contact: R, Bruce Jaeger (US Agent) ¢ T case
d !{.}“’?2!'?689 (IPIIOI]G) -:0-: -co«t
301-261-31 14 (Fax) e
hiaOR76343 @ AOL,.com {e:mail} .:E::. " T
Section 2. Small Business Certification Ceens’

Numiber of affiliates: None
Global Gross Revenne from Pesticides: Zero
Nunber of Employees: 311




Secction 3. Certification Statement

[, Robert B. Jaeger, President of Health & Envivonmental Horlzans, Lid, agent for
Bikel Company, Ltd., am authorized and have personal knowledge sufficient (o muke (his
certification on Behalf of Bikel Company, Lid. | hereby certify nuder penudty of perjury
that the documentation submitled in connection with Bikel Company’s Waiver/Full Fee
Reduction request is (rue, complele, aud correct o all material respects.

Robert B. Jacger

President, Health & Environmental Horizons, Ld.
May 31, 2004
Section 4. Pocumentation

Mo Pesticide Malotenance Fees have been paid because (he EPA Registration
Request is for a new pesticide and 18 nae yet registered with EPA. The EPA Registration
Number is 81041-R.

The muanagement and ownership of Bikel Compuny had no previous control over
any enfity with gross global revemues from pesticide sales in the prior 3-yeur period, 1t is
a newly formed start-up company.

A copy of the company structure for Bikel Conpany, Tac. is attached,

Seclion 3. Summary

Bikel Compapy, LId, qualifies under the proviswons of PRIA for a 1060% reduclion
in the Small Business Waiver of Fee for Service. It has less than 300 employees (e,
311 and has Tess than $10 Milhion (i.e. 5707) in pesticide revenues,
Sincerely,

Hobort B. 1

e g

President




COMPANY STRUCTURE

BIKEL INTERNATIONAL, INC.

BIKEL INTENRATIONAL, INC
Chicage, Hlinals
2 emplovess

BIKEL COLLTD
Seeri, Koreu
4 enmployees

BIKEL CHINA
Tiamjin, China
Costing Plant
37 Employees

BIKEL CHINA
Weihal, Ching
Sewing Plant

278 employees
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SO S UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

% ‘QGﬁWC’( .

P i3

dw)-*'i pﬁQTtd‘
June 17, 2004
GFFICE OF
PREVERTION, PESTICIDES AND
TOXK SUBSTANCLS

OPP Decision Number:  D-340273

EPA File Symbol or Registration Number: 81041-R
Prodnet Name: EXPEL

EPA Receipt Date: 19-Feb-2004

EPA Company Number: 81041

Company Name: BIKEL COMPANY, LTD.

R. BRUCE JAEGER

HEALTH & ENVIRONMENTAL HORIZONS, LTD,
BIKEL COMPANY, LTD,

2851 SCUTH HAVEN ROAD

ANNAPOLIS, MD 21401

SUBJECT: Receipt of Registration Service Fee Voluntary Paviment Notice and Waiver Request

Dear Registrant:

The Office of Pesticide Programs has received your Notice of Intent to Submit Voluntary
Pavment for the action described below,

The Action has been identified as Action Code: R30
NEW PRODUCT;ME-TQO PRODUCT FAST TRACK;

Your request for waiver has been forwarded for review. You will be notified in writing
when a determination is made regarding your request.  If the determination indicates that

payment is (ftte, you will receive instructions for submitting payment at that time.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsiman, at {703) 305-6249.

Sincygrely,

. Front End Proct.ssmgrg

information Resources and Semcas Division

Y




*Product ingredient source information may be entitled to confidential treatment*

—
Flogne rapd NS STy 60 reveds e belara complsting foim, Form Anproved, OME No J970-G068. Anproval ernlees 2AB4E
United Slales ¥ _Registration OFF et Nonndar
ERPA Erwlronmental Protection Agency . Amendment 262232
Waghinglon, DG 20450 . Dther
Application for Pesticide - Section'|
1. Company/Product Number 81041 ﬁ Eﬁgi;gmduc! Maﬁﬁg%r Gaoorge D e siaon
& CowparyPrdu ftems)  EXDE] P
5 Mare oeg Adtges of Agpbaaal (nciuts 219 Codst & E:‘ge?nm faview. :ﬁ%;é;m‘aﬁm‘:m FIFRA Beeton BrSHbL. mrr fregunt i semier i
sty SARPUTE g
S B & 1 60-18 Samsung-Dong. EPA Reg. No. 74843-2, Buzz Off insect Shield Apparel
Kanganm-Ku, Seoul, Korea
_Chati f fus 5 a now pl@es

Section - I}

@ Amgndmen) - Explain Dalow. G Fingt prinied labels in rodponss B Agatoy tefler daled
) proseresssnn v watponen 10 Agenay o dabes K Me Too® Application,
amting Baniun Do : Citping » Saziitn Diink

Explanation: Use adotional pagels; i nacadsant

Far ggotion b and Sacton o). Expat s a fagistralion o vested abparel and fabic using a registersd
s the production of tenls, shelizre, tick covers, awnings. hunting
blirsds, neling, sulerwear garmeniz and domeshic animal care prodects. Expet fabiics and garments are freated in atcormlance w1 lsbel directions tor use on
thiz -abea ond applicalion rale doas nol exceed 1.25 grams ol agive ingredient par s0Uane mater of fabiin,

Section - i

U idntenal Tl Product WIS B Packayed tn

5 Srim hamigan Paciaging Lt R ckag g Vit Sotudis Pockaging 2. Typa of Containg
: A Yasm [ T 3 e EERRLY
; A bl X OH X N o Pragtie
y . 5 Glzuy
© Cotilication must &g subnilisd HUYeRT, Und M o cstaingr LR CT NG o ane 7 Fapss
Pavkageg et Faniany wol spOtigr {Bosoful Patatingererd

4. Thrwigt Fu

e E . R

& todataed Labey Dhactdey
£ O aust
F i L amiling Sooaennsiii repdpo

foan @l @ IR A 10 Brodust KRR T woter DO o aliachon o garmoniiabile
T Pépan guasl
3 Sleraied

Section - |V

b Sparssr ol INoraty a0k S0y tnllu tur st fitatiar o At fa D fantinia

£ rprasLaly, T prrends T Innianon 1

v R Bruce Jaeger Tas President ’,%Q”‘*é%;‘ ‘331‘? 108 Sodo;.
Healih & Environmental Horizons, Lid | ¥
Certification & Usm hppioation Moy
{ gty gt e afEa0nnEs 1 VG Mana un 1 taun 300 B alleterasds thords ate med, Sonraty and sorrples. | amaw‘ﬁc s (St mped)
ot any Endwinaty lalte 5f muging1ing stiinTent raay Ba puristale byt tnmptisnnien] of elf ande s . shuw
- -
2 Gyoatis b s ea President et
' . -
g Healtht & Environmental Horizons, Lid Pt
XN A RE] bd
. LI |
L far * " . .
4 twoes vara 1. Brisce Jaeger " ; cesene et
2 Y L
o a -
ansa® L]
- -
EFA Farm B {Rey, B34 Pevioud omliens o chssiate. Yfde - EFA File Copy torginal]  Yefiewf - Applizant Gopy® ® ¥ &+ M
L e L]
-8 4
LER X
-




NITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

June §, 2o
GEFNICE 0
PEIVENTHON PESTICIDES AXD
PRS0 RUHSTARCER

HEALTH & ENVIRONMENTAL HORIZONS, LTD.
BIKEL COMPANY. LTD,

2851 SOUTH HAVEN ROAD

ANNAPGLIS, MDY 21401-

Report of Analysis For Comphiance with PR Notice 86-5

Thank you for your submittal of 07-JUIN-34. Our stafl has canpleted a preliminary
analysis of the material  The results are provided as follows:

Your spbimittal was found to be m Rull compliance with the standards for submission of
data cantamoed in PR Notice 865 A copy of your hibliography is enclosed, annatated with
Master Record 1D's (MRIDs) assigned to cach document sebmitied. Please use these munbers in
all fufure references o these documents. Thank vou for vour cooperation [ you have any
questions concerning this data submission, please raise them with rhe eogmzant Privduct Manaygor,
o whom the data have been released




RBJAEGER

Ba/ 287260084 16:29 PAGE B

Health & Environmental Horlzons, Lid
2851 Souih Haven Hoad
Annzpolis, MDD 21401
301-261-3114 {phone/fax)

DATE: April 28, 2004

T George LaRocey, PMI3
Inzacticide Branch (7505C)
EPa

FAX NO: 703-305-6596
e’ FROM: Bruce Jasger

MESSAGE: I have sitached copies of & previons submission dated March 4, 2004, wlierein I submived the
appropriate EPA Form 8570-34 (as listed fn PRN 98-8} The data mateix, EPA Form 8570-35 is atiached 10
this fax and was not previously submisted, However, one co 1 have is the fact that this product is
nothing more than the end use of EPA Repistration Numbeera manufacturing use product. There
is pothing um'qumtai'ﬂﬁﬁs produst since it is simply 1aking & registered product and using il as
approved on ihe bul, The refevant dermal exposure data and stodies are referenced in previous
submissions. I do note that Buzz Off Inssci Shield did not provide dats except for sfficacy and “othes™,
indicated in the data submlters lisi, [ belleve our submisgign iz now complete and that all relevant data for
this product reside in the dats base suppotting EFA R&Q.Mamﬁ relevant dermal exposure scenitrios
sugporting BPA Reg. No. 74843~ and -2 are cited by reference 10 documents aveilable under FOIA, and
have beon cited in our submission,

Ag always [ appreciate your phone calls to let me know whal is happening. Hopefully this will resolve your
conterns. Thanks for your help.

Regands,

F G

ruce Jasger

Aitachad copy of March 4 submission (date stamped March 3) and BEPA Porm #8570-33

*Product ingredient source information may be entitled to confidential treatment*
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i UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

_%ﬂ*m‘ My
B agiert

A
"4 prsrt™
Muay 37, 2004
GITICL ap o
FREVENTION, PESTICHIES AND
FEREE SUBRTANTES

HEALTH & ENVIRONMENTAL HORIZONS, LTD.
BIKEL COMPANY. LTD,

285F SOUTH HAVEN ROAD

ANNAPOLIS, A 21401

Report of Analysis for Compliance with PR Koiice 86-5

Thank vou for youy submittal of 3 I-MAR-04. Our staff lias completed a preluninary
analysis of the material. The resulty are provided as follnws:

We are unable (o accept your dava subinittsl for further processing and review, because of
the significant deficiencies noted helow. It Is being retroed to you for carvection. I deficiencies
were found which apply to vour overall suhnussion, they are deseribed nnmediately {ollowing this
paragraph | problems are found with individual studes, they are deseribed below lnked 1o ile
study identifier found on the enclosed copy of your hibliograpthy.

Rejected Soidy (011
* You lailed to provide the Confidential Data in the Confidential aitachment.
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Health & Environmental Horizons, Lid.
2851 South Haven Rd,
Annapolis, MD 21441

Phone 410-721-7689
Fax 301-261-3114

March 22, 2004 e
e e
George T, LaRocea (PM 13 E' ':'E . * .
Insecticide Branch/Registrafion Diviston (7505C) ceenss *eatel
Olfice of Pesticide Programs Tedt e e
Environmental Protection Agency tt. ot
Ariel Rios Building Leter o
1200 Pennsylvama Ave,, NW “eces
Washinaton, DC 20460 e

Dear George;

SUBJECT:  EPA Registration No. 81041-R; Resubmission of Document Number 4 in
Response to EPA Letter March 8, 2004, same subject,

I received your fetter regarding the confidenality claim Tor Document Number 4 in EPA
Registration Request Number 81041-R. Based npon your comments I have revised J-
Document Number 4 and removed all clabms of confulentiality.  Hopefully yon will now ‘
find it meets the standards of PR Notice 86-3 and we can move ahead with cansidering our

request for vegistration. Thanks for your assisines.

Sincerely,

A e,

Eas
R. Bruce Jacgeg»” &
President
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VOILLUME 1 OF 2 OF SUBMISSION
TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF APPLICANT/SUBMITTER: e
S
Bikel Company, Lid . B
Sudo Building 3™ Floor, 160-18 Samsung-Dong s e . e
Kanganm-Ku, Seoul, Korea eseer  esed
1.8, AGENT/REPRESENTATIVE: i T,
R. Bruce Jueger .
Prestdent vete
Health & Envirmnmenta! Hordzons, Lid.
2851 South Haven Rd,
Annapolis, MD 21401
REGULATORY ACTION:
Subnsission of Me-Too Regiswation Request for Expel
TRANSMITTAL DATE:
March 22, 2004
MRID NUMBER VOLUME STUDY TITLE EPA GUIDELINE
NUMBER Number
462084-00 Tof2 Transmittal -
Drecument
) , Daocumaent
46208401 Zof2 Number 1: 151-10
Product
[dentification and S30.1100
Disclosure of
Ingredients
20f?2 Document
46208402 Number 2: 151-11
Descnption of 830.1200
Beginning Materials
andd Manufacturing
Process

Page 1 of 2
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Tof2 Document
MNumber 3: 151-12

46208403 j Discussion of §30. 1400
the Formution I

of Impurities S,
— - V¥
2of2 ' Document R
Nuinber 4 138.175%
‘ Certified Limits sees e 8301750
i . L M M P .
; (Resubmission} | T

COMPANY QFFICIAL: R. Bruce Jacger Sigmtore: <=
COMPANY NAMIE: Bikel Company, Lid.
COMPANY CONTACT: R. Bruce faeger

AGENT/REPRESENTATIVE: R. Bruce Taeger

Page 2 of 2

64




Health & Environmentsl Horlzons, Lid.
2851 Sauth Haven Rd.
Aunapolis, MDD 21401

Phone 410-721-7689

Fax 301-261-3114 L,
LE R R
e
March 4, 2004 s es
[FY R XN »
* LN ]

- ; - * LA XN
George T, LaRocca_{PM 13} o vosras et
Insecticide Branch/Registration Division 17305C) .e’ . e

- a L] L Y
Office of Pesticide Progrims sesan se
Environmental Protection Agency seest .

. . . . . e en
Arigl Rios Building : Souul?
1200 Pennsylvania Ave,, NW seee
Washington, DC 20460 sese

Dear George;

SUBJECT:  Application for a Me-Too Registration for Expel, & Treated Avticlie Praduc
Comaining the Currently Registered Active Ingredient, Permetinin,
EPA Registraian No. 81041-R

Firsi, thanks for the phone calls and nformaion vou provided (o me. [ greatly appreciate
wenis help.

| have attachied the twa forms you indicated you needed: (1) EPA Form 8570- 'f?
Formuiator's Exemption Statement, and (23 EPA Form 8370-34, General Oifer to Paye,, ,,*
‘e
You should also be aware that the registrant intends to treat the matenal and 1hen inakesdee
article (rom (hat treared material, whether it is @ car tarp, tent, pet blanket, &*BACKpack. They,
will narmfactare ail of their own end-use lems in heiv manufactunng faelliy 1 Sgptls
Korea, Please let me know whether they need a distributor’s license, and’# process o,
obtain such a license. "ttt *

LR SR *

They will attach a tag to the treafed (abric after il has been treated with_
idicating 1hat i1 has been weated with a registered pesiicide product, That information pate

remain with the reated fabric until W is imammfaciired inio an end-use ilem, sch as aPd%-
pack, hanting blind, awning, nuck cover, outerwear ganment, gad other ilems identified on
the label. A g will be permanently aitaciied 10 the manufactired irem after it has been
assembled and 1t will yemnain with thar tem during distribution and sale. The information on
these tags has already been submitted to EPA.

If yau have any additional quesiions or concerns please da not hesitate 10 contact me.
Considering (he naure of s registraton request we would appreciated as guick a tom-a-
round as posgible, Once agmn, thanks for your assistance.

*Product ingredient source information may be entitled to confidential treatment*
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Sincereiv,

RnbertB ]acm;/
President .

*

Attachments: (1) EPA Form 8370-27, Formuluor's Exemption Statemeng*®e*? .
(23 EPA Form 8370-34. General Offer ta Pay ""_: ST
.
o»:oo- ... )
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United Stetse

Environmental Protection
Wathington, DC 20460

40 CFR 152.88)

Form Approved, OMEB No, 2070-0080, Approvel Expires 53158,

Agency

Formulator's Exemption Statement

Appllzant’s Hama and Addrese

Bikel Company, Ltd,
Suddo Bulding 3rd Floor, 160-18 Samzung-Dong
Kanganm, Seod, Koraa

EpA Flie Symbol/Reglstration Rumbar
B1041-17

LA N E 3
L]

L]
s b

Product Hams
Expal
. *
Bate of Confidontia! Staternant of Formuls J574, Borm 85704}
W04 Pt

a x

(1}

Parmalinit

{2

,
.3

{3}

This product containg the following active ingredient(s}:

Indicata by checking (A} or (B} below which paragraph applies:

OR

»
As an authorized representative of the applicant for registration of the product identified strove, sk cortitysthat

LE 3

dEb RS
L]
LE S RN ]

Of these, each active ingredient listed in paragraph 14] is preseng solely as the result of the use of that active
ingredient in tha manufacturing, formuiation or repackaging another product which containg that active ingradiant
which s registarad under FIFRA Section 3, is purchaged by us from another producer, und is labsled for a1 lgast
sach use for which my product is proposed to be labeled.

(A} An accurate Confidential Statement of Formula (EPA FORM 8570-4] Tor the above identified product is
attachad to this stetemant. That formula statement indicates, by company namae, registration number, and product
name, the source of the active ingredient{sl listed in paragraph {1}.

{B} The Confidential Statemant of Formula (CSFY {EPA Form 8570-4) referenced above and on file with the EPA iz
gomplete, current, and accurate and containg the information required on the current CSF,

FE Y

L X J
L] L]
-

LE X 3

*

tess
. +

ree

sew e

[ ]
L2 X 3

LA LN J

- L d
[T XX ]
. . . . . . , . .- . -
(4] The following active ingradients in this product qualify for the formulator’s exemption. *etel
Source et *
- » * -
- 2 ]
Active ingradient Product Nams » & ¢ fnglstradon®Nurfitter
Permathin sreece
[ ]
LA X X
..OOD
LR X L 2
L)
'L E X )

Signawre 2"/

MName and Tide
Aobart B, Jagges, Prasidan, HEEH,

Lt _ e 5*’//&/‘,5’

EPA Form 8570-27 {Rov, §48)

& LS GPds (SEE-380A 20 2003

Whils - EFA copy
Yellow - Appiiesil aopy
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Fonr Approved OMEB No. 2070-0080

‘e UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Ll 401 M Street, S.W. |
WASHINGTON, D.C. 20460

ot

Faperwork Reduction Act Hotice: The publie 1eperting burden for this cotiection of information is estimated 1o average 1.23 hours per rasponse for registstion
ard .25 liours par responss for reregistration and spaciat review sciivilles, Intluding Ume for1eading the Instrucliang and completng the n&@?‘& ry forms. Berd
cormants 1 egarding butden esimate or any olber pspacl of this collsction of information, inctuding suggestions for reducing the burden t2eUiteclts, OPPE
Infzrmation Managermant Division (2137], 4.8 Envircamants! Profection Agenay, 407 M Streal. S W, Wastinglon, DU 204580,

#ndn

Tio not send the camplelsd fonn fo this adiress Ll
E L B K )
Certification with Respect {io Citation of Data seesns .
* * *one
AprlicantaTegisirant's Narsa, Address. and Telephane Numbsy EPA Reglsiatipn NaphenFie ﬁ!’f"ﬁ‘% .
Bize! Company, Lidd Sudo Butding, 160-12 Samsung-Dong, Kanganm, Scoul/773-817-1322 a1041-H .k o
* . ¥
Active naredientys} ancior repreganialive 165! compadndis) Oale rever L 2
Parnelhitn WA sesne .
v N N *ERSS
Genadl Dza Palternfst Jlis! a3 \hoes clabmad for this produst using 40 CFR Part 1581 Product Mama Yt
horoiep, wide area, and gensrs! indootfotadaor rsalmenty/ pels and domotlic animals outdoor Expet L

NOTE: ¥ your poduct is a 100% 1epackaging of anctirer purshased EPA-registerard produst imodled ki afl he same uses on your labak q:mio not igad 1
zubrnit this foom. Yol mus! sulinit the Formatators Exemprion Slatement {(EPA Form BH7G-271

{aresponding o a Data-Cal-in Notice, and tavve included with Siis form a Bt of commpandes sent olfers of compansation (e Dats Malix torm sheuld
D be used for s pumoss), '

SECTION I METHOD OF DATA SUPPORT {Check ong mathiod only}

{ i uging Uia cle-all roailed of sLppadt. and Bave nctudsd With Yus lorm { arm ysing e seisctive mathod of support (o wie-all oplicn
@ fiat of cornpanies sant offers of sompensalion the Dala Matax fom D under the sefactive method), and have includad with this forma
shautd bo used for this nurgasel womplaled fist of data requiremenits (he Dala Weaikd loim mus! ba
ysed).

SECTION il GENERAL OFFER TO PAY

Reguired T using the cits-al! el o whon vaing the cite-all oplion undes the seleciive mathod Lo satisfy one of reore 48l requinsmantsl

{ hizeohy offel snd anred 1o pay camponzakan. 10 other pirscrz, with ragard io tha snproval of tas application, 1o the extan m{;uérg{?i&‘ﬁﬁﬁh.
(X 3

+ 4
* - *

SECTION M CERTIFICATIOH e #n

. . - . . . o . . hoi i P ¥ o e o

{ rarily that Uks appicatipn for 1egistraton, this form for remagielrafion, o this Dala-Calt-in responss i supported bieaiteiata submittad g ched inthe -
appicaton for vegistration, the form for reregistralion, or the Dala-Calt-ln regponse. i pddition, 1f the cile-afl opfion of cile-al optich underdle slsitive melhod i
nditated i Section |, this apphicalicn is supported by of dats in 1he Agency’s files tay (1} concern the popeniag o effech % 838 %product G %n Mintieat or -
subsigniialy sivitsr predact, or ohe o ihore of the ingradients in this product, $ad {215 a iype of daa that would be reguired Inba stdamithed under o dats
ragirernens i offedt nn e dale of spprval of Ui spplication ¥ the applicalisa sought e inilial regisiralion of a groducy elideationl or el cariposition and
uees hnes .
zgetihy that 197 each exclusive gse shly cdad s stppen of (s regisiralion of reragistration, 1hat{ o the odgiat data sugmittay 5 Bl have chiained
e writen parmiszion o the oricinal data submiflerio oo Thot sludy seee

*edh

t cerntify (il for each siudy cited In suppon of $is 1egisiralion of 1ersgistalion Wi 8 not sn exciusive Lise study, siller {8} ameike wiiging! dals
subenitier; (k) § have oblained the parmission of the orging! deta submifier 10 use the study i suppc of ts spplication; {0 o paiods of sligibfity for
compensaton bave expired for the study; (d) the study ts in e public Hemture; o (o] heve notilied iy wiiting fhe compiny that submitied the sludy and have
affered {1y 1o pay compansgation & the exten! required by zections He){1¥F) endlor Hol 2B} of FIFRIA; and {ii] {5 cormmsnre negeliziions 1o delemine the
armount aad wams of compensalion, if @y, 15 be paid for the ues of e Bady

{ ewrtify Wrat in 8l nelantes where an offer of rompen=n8on 4 required. sosies of &t oifers I pay compensalitn and evidence of their delivary in
acedance with seolions oK 1HF oogfur e 3B of FIFRA ine avaialie and Wi bo sutirilled 0 e Agency upen teduest. Shauld 1 alt o produce such
dente 16 Lhe Agency Lipon requesl, | undersiand thal te Agenay mury iniliale action W dery, cance! or suspend the ragistmtion of my product in conformily vath
FIFRA,

i

t cartify thal the stalemenlig | have made on this form arid ot altachrwnts {o tare frve, accurals, and complets. | acknovdedye \hat any
knowingly false or misleading slaternznl may bo punighable by fine or imprisonment or Buth Under applicable tav.

Sigrutane

= Dals Typad of Puintad Manwe sng Tite
- ; 2% -
Lt ;‘??55/ ;%t _ fﬁf/—"”/ e R ek Aeben B Jasger, Presigent, HAEH, Lig.

EPA Form 8570-34 [3-57 ) Elactron® and Paper varsions avsiable. Submel only Paper vergion.
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S T UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
: 7 WASHINGTON, D.C. 20460

L

RN

%‘i Tots

March 8, 2004
QOFFICE OF
FREVENTION, PESTICIDES AND
TOXIC SUBST ANCES

HEALTH & ENVIRONMENTAL HORIZONS, LTD.
BIKEL COMPANY, LTD.

2851 SOUTH MAVEN ROAD

ANNAPOLIS, M3 21401-

Report of Analysis for Cospliance with PR Notice 86-3
SUBJECT: EXPEL -~ EPA Registration Number 81041-R

Thank you for yaur submittal of 19-FEB-04. Our staif has completed a preliminary
analvsis of the material. The results are provided as follows:

Your data submuttal was found to be partially in compliance with the standards for
schnission of data contained n PR Notice 86-5, with the exceptions noted below. A copy of
vour transnuttal bibliography 1s enclosed, annotated with the Master Record 11¥s (MRIDs}
assigued 10 each document accepred. Please use these numbers in all future references to these
dociments.

t deficiencies were found which apply to individual accepted studies, they are listed below
fallowing the applicable MRID. Any dociument whiclt has been assigned a MRID has been
accepted under PR Notice 86-5. If any comments related io a MRID appear on this repott, they
are provided for your tnformation and reférence when preparing future submissions. Some
mdividual docaments were nol acceptable, and all capies are being returned to you tor correctian
for the reasons indicated below,

These rejected stindies have been assigned separate identification numbers which are
annotated ot hoth the enclosed bibliography and the rejected docwment labels.

The rejected studies and their deficiencies are described helaw. Jreee,
I{Cje{:ie({ Sl’ild}* {{)4} PEEE RS »

* FIFRA Section 10{d} 1) only provides for confidentiahty ofiuﬁ)rn;aiiau:whicbf(a):
discloses mamifacturing or quality control processes, (B} discloses the details"d# A methods, for
testing, detecting, or macasuring the quantity of any deliberately added inert iﬁgf{‘sdiem of&"*"*

pesticide, or {C) discloses the identity or percentage uantity of any delibcrmdy"’&d&ed et

ingredient of a pesticide... Since your claim covers infurmation cinirely outside this narrel Fkge

of subject matter, it cannot be accepted. sesn
Sincerely yours, _ core

Gecrge T. LaRoccea
Product Manager 13

Inseckticide Branch

Registragy
* ALION Diviey
- iI5ion "?qs .
SIS LT 71




*Product ingredient source information may be entitled to confidential treatment*

4630400

HEALTH & ENVIRONMENTAL HORI 7ONSITD

1851 Senrth Haven Road
Ansnapelis, MID 21401
301-261-3 51 prHONE Fax

February 17, 2004

Gearge T, LaRocea (P 13}

Isecticide Branch/Registration Division (7305C)
Office of Pesticide Programs

Environmental Protection Agency

Ariel Rios Building

1200 Pennsylvania Ave, NW

Washinaton, DC 20460

Dear Georges

SUBJECT:  Applicaton for o Me-Taoe Registration for Expel, a Treated Article Prodic
Conaining the Currently Registered Active Ingredient, Permethrin,
EPA Regiviration No. 8104 1-R

On behalf of Bikel Conpany, Lud., Health & Environmental Horizons, Lid hereby sibnits a
request for vegistration of o treated articie product. The produet is Tabric, cloth and clothing
nriterial that has been ireated wilh_a registered BPA product containing the
active ingredient Permeihirin, The name of the product is Expel.

Deseription of Product

c that have been specifically weated with
fo give the fabrie and the articles made from
¢ specific insect repetlent properties. The repellent properties are exactly as demonstrate] i
for other permiethrin producis contiining 0.52% wiw permethinin as active inurediens.

Proposed Uses

A Me-Too Registration for Expet (Insect repellent fabnic/apparel), contaiming permethiin, is
heing proposed for the use ol the ireated Tabric hithe mannfacture of articles :,z,r*h as metling,
tents. shelters, swnings, tmck covers. hunting plinds, backpacks, sleeping bag shiellsin
awlerwedr gamnents fsuch as coas, jackets, coveralls, garters, uhdps._ hat hawls, B
hunting vests), and for domestie antmal care praducts {such as pet bedding, blankets, rugs,
netting anid kennel/stall coveringsy. The anicles made from Expel treated fabric will provide
msecticidal and/or repellent propertics against ticks, mosyuitoes, spidars, ants, fleas, fhes,

[




*Product ingredient source information may be entitled to confidential treatment*

and other flying and crawling insects. Expel is made 1sing fﬂlim_ving
enrrent EPA label directions for use ! Expel is substantially
sirnilar to, if not identical to, other-currently registered treated article produos such as EPA

Reg, No. 74843-2, Buyz Off Insect Shield Apparel.

Doatments Submitted in Support of the Subject Application

The data and information in the existing files for permethrin products, such as EPA Reg.
No. IR~ Res. o ¢ 5o~ Ree. No. 748432 should be nsud and
referred to as necessary for support of this application. Also, five (5) copies of the preposcd
labeling, tlree (3) copies of supporting data and one (1} copy each of the following arc
attached for Expek:

0 Application for Pesticide Registration (Form 8570-1)

N o Confidential Statement Qf Formmula (Form 8570-4, Document Mamber |
" Confideniial Attachment)

G Manufacturing Process for Expel (Dociment Numnber 2, Confidential
Atlachnient)

) Certification with Respect to Onation of Data (Form 8570-343
) Data Matrix (EPA Fonu 8370-35)

9] Transmittal Document for Expel

Request for Waivers of Product Chemistry, Environmental Fate and Ecological
Effects Data Requirements

Bikel Company, Lid. requests a wabver for all product chemistry, enviromnental fate and
eeological effects data for Expel. Expel is a weated article product and & “pesticide” product |
only because it has been treated with a registered insecticide, permethin, The fabrics that
have been treated in accordance with the label directions for use for EPA Reg. No
B - c:licd Bxpel. They have been given specific insecticidal and repelient

properties resulting directly froWin the nunufacturing pr'oces_s,'-a use
that is already authorized on th label. The insecticidal/repellent properties will

fast for 25 washiugs, providing the article has not been dry cleaned. Many inscets that come
in direct contact with Expel fabric may be Killed, others may be repelied. Thus, in
accordance with 40 CFR part 132.3 the definition of a “pesticide” and “pesticide product”
requires that “treated articles” containing pesticide properiics be registered, However, here
is nothing uuique about the treated frticles that are produced in accordmce with e Jabel
directions for use for EPA Reg. No. [ NG e inseciciaa propenies related [0 such an
article are directly related to the active ingredient, permethrin, that has beer impregnated in
the fibers and coating of the cloth fabries. Therefore, any and all dats thag have been used in




PR

*

Product ingredient source information may be entitled to confidential treatment*

support of EPA Reg, No._m- for perrnethirin fself, should be used o support Expel.
Expel has no unigque product chemisiry praperties and none of the product chemistry dua
requirements for forntlaied end-use products are relevant to treated anticles, sucl as Expel.
There is no BPA testing guideline availuble for testing snch treated articles and iherefore,
hese requirements should be waived, Forthermore, a review of the 40 CEFR 158,190 lisied
physical wud chemical charactenstics daa requirements for EP {End-Use Products), such a8
Fxpel, indicates they are uot requied “if their aciive ingredient is parchased fronn a
registered source”. The sonrce in this case is BPA Reg., No [N Finally, many of
these are “conditional” based upon a determination of properties ontlined in foomotes 4 and
6-10, and mvolve such cluracteristics as “disparsible with water, contains combusiible
hguids, is potendally explosive, is a lignid”, and so forth. These are not properties of weaed
fabrics, The rationale for waiving any environmental fate and ceological effects data s
identical 1o the waiver request for prodect cheinisiry dala reguirements in that they do not
meet the intent of 138.290G apd 138,490 and therefore should be warved ag well, EPA has
granmed waivers for other teated article products coniaining permethnin that have the same
tntended use patierns. This regmest is consistent with decisions previously made by EPA for
nermethiria, and permethrin reaied ardicles,

Reguest for Waivers of Toxicology Dato Requirements

Expel 1 o fabrie product comaining 80329 penrathnig, The concentration of peryasthiin
infar fabric is based upon the use dirccrions for [N RN Specific registered use
directions for _m‘c followed exclusively for producing Expel. Accordingly, any
dato and/or decisions that sopport those weated article products similarly suppon Expel. Any
addizional foxicity studies would be redundant and a waste of valeable ammal resources,
manpower, and wnnecessary expense. Furthermore, none of the Expel fabric will be
masufaciured into cloihing apparel that will cotne 110 wtmale contact with Imman skin,
The wreaved fabric producis are outervedr apparel, back packs, hunting vesis, tents apd other
terns Histed on the label that have no denval exposure component. Finally, the US Milltary
has alrcady performed extensive testing for nulitary issue socks, boots, and other apparel
designed to be worn i close contatt with tmman skin, The US EPA has cleared these uses.
Docarnems listed in the anachmem idemify the supporiing documents and decisions tha
justify the safe use of treated permethrin fabrics when used in accordance with segistered
direciions for use. Therefore, wlhoxicolngy daa requrernents shouold be waived.

Conclusion

The only relevim toxicological dwa reguiremems for Expel are dermal irrhugion,
sensitizatton and repeated dermal contact studies. The sensitization and irriiation propérties
for treated fabrics are direcily relaed to the chemical active ingredient thar las been
impregnaied or coated infon cach fabric and nor to any article of clothing or fabric (where
appheable] that has been manufretured Trom it Such properties have already been evaluated
for permethrin and for permanone and should be waived for treated articles, No additional
pesticide velated chemical materials have been introduced, and thevefore any irrivant or
senstuzing properiies have alrewdy been exanined and cleared by BPA.L The ouly otlier
material thar has been imroduced 15 the fubric isell and there 18 no existing or relevan




toxicology test for evaluaing “fabric”, The continuous or repeated wearing of treated
appare] has been evaluated by the US Militaiy and data supporting its use v trealed arlicles
of military clothing similarly support the use of Expel, Any additional testing of Expel
would be redundan and shaukd be waived, Expel treated fabrics that are rude into s,
backpacks, shelers, and similar articles do not shure a stmilar concern for repeatcd close
contact with wearing apparel that i3 in diveet contact with skin, and therefore should also be
waived. The active ingredient, penmethrin, is currently registered n products for use a5
insecticides and repellenis i other treated articles and any data supposting such use
similarly suppont the registration of Expel, No additional toxicological data are necessary to
demanstraze the safely of sueh tenled anicles for use by humans and domestic aninals,

We respectfully request veu give tus registration full consideration. Please contact me
directly if you huave any questions, comments or requests for additional information
regarding this application,

Sincerely,

s ’ { -y
%';’7—/ il s fg?fﬁfw,
R, Bruce Jaegef -

President

Attachment: List of supporting EPA documents for treated article use
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Attachment: List of supporting EPA documents for treated anicle use for Penmethrin,

chemical code 109701:

{1y July 31, 1989, Memorandum. 4 pages. Curt Lunchick, Nan-dietary Exposure
Branch. Registration of Pennethrin for Military Use. HED Project #9-1334.

{2)  Undated. Review, 3 pages. Registration Division, RD Risk Assessment - Astex
Maitress Cover. EPA File Symbol 71012-R.

{3y  Undated, Memorandum. 4 pages. George Tompkins. Special Review &

) Reregistration Division. [Reviews studies dated 1994] Review Three Exposure
Assessments for Permethrin. EPA Reg. No.: 279-3051. 3083, 3014, 3059, MRIDs
43342601, 43324801, 43355501.

(4y  November 21, 1989, Memorandum. 24 pages. Edwin Budd. Toxicolpgy Branch,
EPA Reg. Nos. 50404-L and 50404-A. Permethrin Arthropad Repelient (50404~
Ly for Use on Military Uniforms and Fabrics and Coulston's Permanornc Tick
Repellent. .. Tox Review 0070624.

{3y July 27, 1990, Memorandum. 16 pages, Roger Gardner, Toxienlogy Branch [,
Permanone {Permethrin) Tick-Repellent Dermal Absorption Data. Tox Review
008012, Attachment {ollowing:

Fune 20, 1990, Memorandum, John Doherty. Toxicology Branch 1. EPA

[d#63120-R, -E, and ~G. Permethrin: Reguest from the muihitary for the

regmmnon of three products for use on battle dress yniforms and clothing
b i d other fubrics Tox Review Q08012

{6}

{7y June 501695 DER. 5 Pages. John Doherty. Toxicology Branch I "Permethria:
Skin Sensitization Study™. MRID No. 410311-06, Tox Review No. 011574,

18y hume 13, 1993, Memeorandum, 21 pages. John Doherty, Toxicology Branch I EPA
Id No. 169701, Permetuin Review of a series 81-6 dermal sensitzation stady
{guinea pig maximization test) and a series 85-2 dermal penetration sudy. Tox
review 011574, MRID 41831106, 43169001.

9 April 29, 1996, Memorandum. 3 pages. Carol Glasgow. Registration Suppeort
Braich, RD. EPA File Symbol 4816-688 Permanone Multi-Purpose 106G E.C.
zu.mhmtion of tox category, primary dermal irritation. MRID 43893001,

{10} February 22, 20067, Memorandurn, 11 pages. Sweven Weiss, Registration Action
Branch HED. Review of Peemethrin Rub-Off Trial froin Astex Mattress Liners,
MRID #45256001.

(Hy o April 26, 2001 Review. 3 pages. Vern McFartand, Insecticide Branch, Efficacy
Review of Unicorm 30% Permethrin: Provide reflerences in suppost of me-100
registriation of a new praduct cantaming an ofd chewtea! on the basis of the clte-
all method.
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UNITED STATES ENVIRONMENTAL PRUTECTION AGENCY
WASHINGTON, D.C. 204580

Pebruary 20, 2004
OFFICEOF
PREVENTION, PESTICIDES ARD
FOXIC SUBSTANCES

R. BRUCLE {AEGER

HEALTH & ENVIRONMENTAL HORIZONS, LTD.
BIKEL COMPANY, L'ID.

2851 SOUTH HAVEN ROAD

ANNAPOLIS, MDD 21401

PRODUCT NAME: EXPEL .

COMPANY NAME: BIKEL COMPANY, L'TD.
OPP IDENTIFICATION NUMBER: 262232
EPA FILE SYMBOL: 81041-R

EPA RECEIPT DATE: 02/19/04

SUBIECT: RECEIPT OF APPLICATION FOR A NEW ME-TOO REGISTRATION
DEAR REGISTRANT:

The Office of Pesticide Programs has received your sapplication for a new 'me-tod’
regisiration and it has passed an administrative screen for completeness.

During the initial screen we defermined that the application appears 1o qualify for fast
track review. The package wall now be forwarded to the Product Manager for review to
determine its accepiability for fast track status.

tf you have any guestions, please contaet Registration Division, Risk Management Team
13, at (703) 305-6100.

Sincerely,

Wéfjmw 4 Merree

Front End Processing Siaff

Infarmation Services Branch

information Resources and Services Division




2851 South Haven Road
Annapolis, MD 21401
301-261-8491 1HONE/FAX

HEALTH & ENVIRONMENTAL HORIZONS, LTD

o e seve
TUOWERN
NP ANTAN H teer e .
Pebruary 17, 2004 :””: E...:.
* L X * - LX)
George T. LaRocca (PM 13) T *etus’
Insecticide Brunch/Registration Division {7305C) seees .
Office of Pesticide Programs e
Environmental Protection Agency eonn
Ariel Rios Building eols
1200 Pennsyivania Ave,, NW
Washmgton, DC 20460

Dear George,

SUBJECT:  Application for a Me-Too Registration for Bxpel, u Tremted Articke Product
Comtaining the Carrently Registered Active Ingredient, Permettuin,
EPA Registration No, 81041-R

On behall of Bikel Campany, Lid,, Health & Environmental Horizons, Lid hereby submits a
request for registration of a treated article product. The product is fabric, cloth and clothing
matenial that has been freared with —zn registered EPA produci contaiiing the
active ingredient Permethrin. The name of the product is Expel.

Description of Product

materials that have been specifically freated with
to give the fabwic and the articles made from
it specific tsect ropellent properties. The repelient properties are exactly as demonstrated

for other permethrin products containing 0.52% whw permethrin gs active ingredient.

1 is fabric and other clothing

Proposed Uses

A Me-Too Registration for Expel (Tusect repetlent fabric/apparel), comaining permethrin, is
bring proposed for the use of the treated fabric in the manufacture of articles such as petting,
tents, shelters, awaings, truck covers, hunting blinds, backpacks, sleeping bag shells; in
outerwear garments (such as coats, jackets, coveralls, gaiters, chaps, hat bands, bibs and
hunung vests), and for domestic animal care products (such ag pet bedding, blankeis, rugs,
netting aud kennel/stall coverings). The articles made from Expel trewed fabric will provide
insecticidal and/or repellent properties agaiust ticks, mosquitoes, spiders, ants, fleas, flies,

*Product ingredient source information may be entitled to confidential treatment*
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*Product ingredient source information may be entitled to confidential treatment*

and other flying and crawling insects. Expel is made Tf{)llcwing
current EPA label directions for use (EPA Reg No Expel is substantially
similar to, if not identical 1o, other currently registered treated article products such as EPA

Reg. No, 74843-2, Buze Off Insect Shield Apparel.

Bocuments Submitted in Support of the Suhject Application

The dula and information in thgeediadye files for permethrin products, such as EPA Reg.
No. -EPA Reg. N&Hﬁnd EPA Reg. No. 74843-2 should be used and
referred to as necessary For support of this applicalion. Also, five {3) copies of the proposed
labeling, three (3) copies of supporting data and one (1) copy each of the following are
attached Tor Expel:

0 Application for Pesticide Registration (Farm 8570-1)

o Confidential Stalement of Formula {Form 85370-4, Docyiment Number 1,
Confidential Atachment)

o Maoutacturiug Process for Expel (Document Nurnber 2, Confidential
Attachment}

o Certificationy with Respect to Cilation of Data (Form 8370-34)

o Dyata Matrix (EPA Form 8570-35)

O Transmigal Docinment for Expel

Request for Waivers of Product Chemistry, Environmental Fate snd Ecological
Effects Data Requirements

Bikel Company, Lid. requests a waiver for all produci chentistry, environmental fate and
ccological effects data for Expel. Expel is a treated article product and a “pesticide™ product
only becanse 1t has been treated with & registered inseclicide, permethrin. The fabrics that
have been treated in accordauce with the label directions for use for EPA Reg. Ne. [ R
I oo Bxpel. They have been given specific insecticidal and repelient
properiics resulting direcdy fram SRl in (he manufacturing process. a use
that is already anthorized on the abel. The insecticidal/repcllent properiies will
fast for 25 washings. providing 1he article hay not been dry cleaned, Many insects that come
i direct contact with Expel fubric may be killed, ohers may be repelled, Thus, in
aceordance with 40 CEFR part 152.3 the definition of a “pesticide™ and “pesticide produel”
requires (hat “treated articles” comaining pesticide properties be registered. However, there
i$ nothing unique about the treated @ile at are produced in accordance with the label
direclions for use for EPA Reg. No. The insechicidal propertics refated to snch an
article ave directly related 1o the active mgredient, permethrin, that has been impregnated in
the Nbers and coating of tie cloth fabrics, Therefore, any and all dia tha have been used in




*Product ingredient source information may be entitled to confidential treatment*

support of EPA Reg. Ne, -or for permeilirin itself, should be used 10 support Expel.
Expel has no nmique product chemistry properties and none of the product chemistry data
requirernents for formuluted end-use products are relevant to treated articles, such as Expel.
There is no EPA testing guideline available for testing such treated articles and therefore,
hese requirements should be waived. Furthermore, a review of the 40 CFR 138.190 listed
physical and chemical characteristics data requirements for EP (End-Use Products), such as
Expel, indicates they are not required "I their active ingredient is purchased from a
registered source”™. The source in this case is EPA Reg. No._Final]}: many of
these are “conditional” based npon a determination of propeities outhned in footnotes 4 and
6-10, and involve such characteristics as “dispersible with water, containg combustible
liquids, is potentially explosive, is a lignid”, and so forth. These are not properties of treated
fabrics. The rationale for waiving any environmental fate and ecological effects data is
identical to the waiver request for prodnet chemisiry data requireiments i that they do not
meet the intent of 158290 and 158490 and thercfore should be waived as well. EPA has
granted waivers for other treated article products containing permethrin that have the sane
mtended use patterns, This requestis cousisient with decisions previously made by EPA for
permethrin, and permethrin treated aiticles,

Request for Waivers of Texicology Data Requirements

Expel 13 a fabric product containing 0.52% pemmethrin.The concentration of penmetiyin
infor fabric 13 based upon the use divections for - Specific regisiered nse
directions f{)riae followed exclusively for producing Expel. Accordingly, any
data and/or decisions that support 1hose treated article prodncts similarly support Expel. Any
additional toxicity studies would be redundant and a waste of valuable animal resources,
manpower, and umnecessary expeuse. Fustherniore, none of the Expel fabric will be
manufaciured into clothing apparel that will come info miimate contact with human skin,
The treated fabric products wre outerwear apparel, back packs, hunting vests, tents and other
items lisied on the Jabel that have no devinal exposure component. Finally, the US Military
has already porformed extensive testing for military issue socks, boots, and aher appare]
designed 1o be worn in close contact with human skin. The US EPA has cleared these uses.
Documents listed in the attachment identify the supporting docnments and decisions that
qustify the safe use of veated peernarhrin fabrics when used in accordance with regisiered
directions for use. Therefore, all toxicology data requiremerns shonld be waived.

Conclugion

The only relevant 1oxicological data requirements for Expel are derimal irritation,
sensinization and repeated dermat comact studies. The sensitization and irritation properties
for treaied fabrics are dirsclly wlaied to the chemical active ingredient that has been
imnpregated or coared nyon each fabric and not to any article of clothing or fabric {where
applicable} that has been manufaciured from 1. Such properties have afready been evalnated
for permeihrin and i"or-:-md should be waived for treated articles. No additional
pesticide related chemical materials have been introduced, and therefore any it or
sensitizing properties have already been examined and cleared by EPA. The only other
material that has been intradoced is the fabric itself and there is no existing or relevant




toxicology test for evaliming “fabric”. The continucus or repeated wearing of freated
apparel has been evaluaied by the US Military and data supporting its use in treated articles
of military clothing simplarly support the use of Expel. Any additional wsting of Expel
would be redundant and should be waived. Expel treated fubrics 1har are made into tenss,
backpacks, shelters, and similar articles do not share a similar concern for repeated close
contact with wearing apparel1hat 1s in divect contact wih skin, and therefore should also be
waived. The active ingredient, permethrin, is currenty registered in produas for use as
msecticides and repelients in other wreated aricles and any data supporting such use
similarly support the registration of Expel. No additional toxicological data are necessary 10
demonsiraie the safely of suell treated articles for use by humans and domestic animais.

We respectfully reguest you give this registation Ml consideration. Please contao me
directiy if you have any questions, comments or requests for additional informaiion
regarding this application,

Sincerely,

%MQ&%&W P

R. Bruce Jac g;;vr
President &

Altachment: Lisi of supporting EPA documens for newed article use




*Product ingredient source information may be entitled to confidential treatment*

Awachment: List of supporting BPA documients for treated article use for Permethrin,

chemical code 109701

(13 Joly 31, 1989. Memorandum. 4 pages. Curt Lunchick. Non-dictary Exposure
Branch. Registration of Penmethrin for Militury Use, HED Project #9-1356.

{2y Undated. Review, 3 puges, Registration Division. RD Risk Assessmen! - Astex
Mattress Caver. EPA File Symbol 71012-R.

(3)  Undated. Memorandunw. 4 pages. George Tompkins. Special Review &

: Reregistration Division. [Reviews studies dated 1994} Review Three Exposure
Assessments for Permethrin, EPA Reg. No.: 279-3051, 3083, 3014, 3059, MRIDs
43342601, 43324801, 43355501,

(43 November 21, 1989, Memorandun. 24 pages. Edwin Budd. Texicology Branch,
EPA Reg. Nos. 50404-1, and 50404-A, Permecthrin Avthropod Repellent (50404-
L) for Use on Military Uniforms and Fabrics and Coulston’s Permanone Tick
Repellent.. Tox Review 007624,

{5y July 27, 1990. Memorandum. {6 pages. Roger Gardner. Toxicology Branch L
Permanone (Permethrin} Tick-Repelient Dermal Absorption Data. Tox Review
GUROI2. Attachment following:

June 20, 1990, Memorandum. John Doherty. Toxicology Branch L EPA
[d#63120-R, -E, and -G, Permethrin: Reguest From the military for the
ILgISlI"H(IOII of {hrec producm for use on bqttle dress unifernms and clothing

(6}

(7y  June 5, 1993, DER. 5 Pages. John Doherty. Toxicology Branch L. “Permethrin:
Skin Sensitization Smdy”. MRID No. 410311-06. Tox Review No, 011574,

{8y  Jime 1301995 Memorandum. 21 pages. John Doherty. Toxicology Branch §. EPA
id No. 109701, Permethrin: Review of a series 8 1-6 dermal sensitization siady
{gnuinea pig maximization test) and a sevies 83-2 dennal penctration stndy. Tox
review 01 15374, MRID 41831106, 43165001,

(9)  April 29, 1996. Memorandum. 3 pages. Carol Glasgow, Registration Snpport
Branch, RD. EPA File Symbol 4816-688 Permanone Multi-Purpose 10% E.C.
recvaluamion of tox category, primary denmnal irritation. MRID 45895001,

{10y Febrowy 22, 2001, Memorandun. 1 pages. Stoven Wess, Registration Action
Braach HED. Review of Permetlivin Rub-Off Trial from Astex Mattress Liners.
MRID #45256001.

(113 April 26, 2001, Review. 3 pages. Ve McFmland. Insecticide Branch. Efficacy
Review of Umcom 50% Permethrin; Provide references in support of me-too
registration of a new product cantaining an okl chemical on the basis of the cite-
all method.




DATA MATRIX
TO SUPPORT APPLICATION FOR REGISTRATION OF EXPEL
TREATED FABRIC CONTAINING THE
REGISTERED ACTIVE INGREDIENT PERMETHRIN
February 17, 2004

PRODUCT CHEMISTRY

Prodaet Identity and Cornposition

330.1100 Produet Identity and Composition
Document |

830.1200 Description of Stwting Materials, Production and Formulation
Process

Deocament 2

830.1400 Discussion of Formation of Impurities
Document 3

3301730 Certifted Limits
Dacument 4

S30,1800 Enforcoment and Analyiical Method
Not Required

Physical and Chemical Charactenistics

830.6302 Caolor

830.6303 Physical State

830.6304 Qdor

830.7300 Density, bulk density or specific gravity
830.7000 pH

J0CFR 158190

The following studies are included: All physicid and chemical characteristics dara
identilied for EP products.

STUDY TYPE: All physical and chemical characieristics dara

ACTIVE INGREDIENT: Permethrin,

REQUESTED BY: Bikel Company, Lad.

WAIVER REQUEST TUSTIFICATION: Bikel Company, Lid. submits this |u§i1flcazlon




source information may be entitled to confidential treatment*

for data waiver from the above listed physical/chemical data requiremenis. The waiver
request i3 based upon 4 considegad 2t the active ingredient used 10 produce Expel is
derived from the application oMa registered source of active ingredient, and a
product vegistered for such use. Furthermore, the data requirements lisied in 158.190 for
EP producis are not relevant to ireated articles and are conditional based upon findings
listed in the fooinotes 4, and 6-10 of the table, 1538.190. The requesr for waiver is
consistent with decisions previously made by EPA for permethrin and permetiin treated
anicles.

TOXICOLOGY DATA WAIVER REQUEST, 40CFR 158,340

The foliowing studies arc included: All acute toxicily siudies, developmeny 1oxicity
stidies and genoroxicny studies,

STUDY TYPE: Al toxicity data

ACTIVE INGREDIENT: Penmethrin,

REQUESTED BY: Bikel Company, Lid.,

SUMMARY: Bikel Company, L1d. submits this justification for data waiver from the
above histed wxicology dara requirements. The waiver request is based upon a Cile Al
request, considering the extensive amount of toxicity data that currently exist for similar
parmethrin prodnets, all of which share a common mode of wxieity. Any additional
testing would be redunda

WATVER REQUEST TUSTIFICATION:
The waiver request is based upon the foliowing rationales:

US EPA has an extensive file of toxicity data for permethrin products that carty the exad
same nse paltem and precautionary labeling. Registration for Expel 1% being sought as a
tremed article. As such it hus unique properties not originally intended to be examined under
FIFRA, Treated articles of clothing have been examined for milltary use for the past 20-30
vears. All data relevant o such use and exposure scenavios have been conducted and
evaluated by BEPA. These uses have been cleared. No additional dma are relevamt or
necessary, There is i least one other subistamnially simitar product or identical product 1hat is
currently registered. Thus, exposure 10his active ingrediem will not be increased.

Permetmin products are common household insecticides, and we formulated in every
manner imaginable. Use of a treated wricle, such as Expel, will ot add to the currem human
exposure that aiready exists. Rather it will more than likely replace a cuirent produzt for the
swme identical nse. There are also extensive food wses for permethrin, for which u full
baltery af toxicnlogy tests are avalable. All voxicology dita requirements shonld be waived.




ECOLOGICAL EFFECTS DATA WAIVER REQUEST, 40CFR 158490

830.2100 Avian Acute Qral

850.2200 Avian Dictary

§50.1075 Freshwater Fish LCS0
830.4250 Freshwater Invertebrate LC30

STUDY TYPE: Avian, aquatic and invertchrale species testing

ACTIVE INGREDIENT: Permethrin,

REQUESTEDR BY: Bikel Company, Ltd.

SUMMARY: Bikel Company, Lid. submits this justification for data waiver from the
above listed coologieal effects data vequireiments. The waiver reguest is based upon the
rationale that the active ingredient is an existing common use insecticide and repetient
product. This product is a manufactured treated fabric and anticle that will not carry an
environmental exposure component. Thie active ingredient is also not removed from the
article by rainfal) or other envimnmental factors, a fact that would uitimately defeat itg
inended purpose.

WAIVER REQUEST JUSTIFICATION:
Waivers are requested for the above conditional data requirements based on the following
rationale:

1. Expelis a treated asticle with no environmental exposure componen!.

o

A similar or identical product alrady exists for which no data were required.

w3

The active ingredient is not temoved fram the weated article by rainfulf or
other environmental fuetors, a Tact that would uitimately defear its intended
plrpose.

4, Date requiraments listed at 138,290 and 138,490 are not relevant (o the use of
Expel, a treated fabric product.




Lhahad States Purm Approved

Environmental Protection Agency OME Na. 28700048
Washinglon, D.C. 26160 Approvat Bxpives 05-3145

Certification with Respect to Citation of Data

Applicants Name sid Addyess: EeA Fie Svmbel/Nogistoation Number.  B81041-2

o
hied Company, Lid,

Sudy Building 39 Fieor, 16018 Samsnug-fiony
Hanpauen-R, Seal, Karea

Frocduct Name: Expel

Date of Application. Febroury 17, 2004

NOTE: 1f vour product is a 100% repackaging of ansther EPA-registered produet that you purciase, and is labeled

for the same uses, you do not need to subait this form. Y mus subit the Fortpuiatw’s Exenption Siatement (EPA

Form 85370-271.
"This application is supported by all data submitted or cited in the application. In addition, f clte-all options are
indicated, this applivation s supported by ali daa ia the Ageacy’s files thar concern the prapertics or effects ol this
product that is identical or substantially sirnflar and that is ote of the rypes of data that would be required to be
submitted if this application souglt 1he inttial registration of 4 pradtet of Wentival ar similar composition and fitended
uses under the data requirements in effect on the date of approval of this application. {Check the apprapriate boxes, in
trems 2 and 3, or 4 below that penatn to your application.)

2. 1cenify thal, for exch sidy ened inspport of thes applicaimn for vegistration this 13 an excinsive use study.
i am the ortginal sabmilter® w
| have oblained the written perivission of the wiginal subnitter for . which is
Ywmort pazever o thenzadd
_ {for mudtiple chemicals Hnk the companies who wre originad data submitiers
Orsgwt raones 71 cory ansen
with the appropriate chiemical samed 10 site tha sludy®
3. 1certify that, for cach study cited in support of this applicaion for regisrafiun that i not an exclusive use study:
a, | nm the originad data sebmiver®; or
T have abtstned the written permission of the ortginal data snbinitter for . winich 15
(st paerws of i sl
{for multiple cheicads fink e companies who are original data submitters
Vo Faaies of mergenigsl
weith the sppropriate chemical name} fo cile that study® nr
I, l H 1 1 have aotified nowriting e companies for o thm

brenni varea ol erpanes! bomerd remg el drasmucall

fave subatted dine § have cited 1o suppurt s applicating and have uffered 100 {ay Pay compensition for
thase date in sccordance with seciion Hedf 1 and 320D of vhe Federal Ingecticide, Fungieide and
Rodeaticide Act (FIFRAY; and (D) Commgnes negotiations 1o detennine which daiy are subject (o the
gampensatinn requirement of FIFRA and the amount and teras of compensation due, if any. The comnpanies
1 have nonified are:
Compinies __ for _ . {For mohipls

v cwrmms 1k eqwrgasine | Granrt vairs of remraail
chemivals Hink the companies whyoare original datn subimitiers with (e appropriate chemical name)
fisted on e Pesticide Datae Submitters List for ali antive ingredicnis containgd in my product (ehe-ail
method o cite-all oplian ander Selective dMethod®). {Also, sign the General Offer Statement below.}
Companizs e far __{For multiple

ot sures 6 moupaniaes) L AT B
vhemicals fink the compames whe nre origiazl data subminers with the appropriate chepteal nmme)
thay lmve submioed the studies which | have ched {Sciective method®).

4. ] i I certify that fov cach study citet 1n support of s application I ant not reguired {o offer data compensation
ohiptl written permissinn becanse all time periods for exclosive use and data compansation have cxpired.
& A Data Mawix dentifying these stadies 15 attached. {Note: a Data Malrix i3 not revjuired under the cite-afl ethod)

Harizeng, Lid

“”!ﬁ‘dhif&:/?' e ca(’ Naniw srad Tile B Bruce laeger/Prasicent, Healh & Bovirprmunal Prale . Febyoary 17, 20808
A

{;grif‘é

Generat Offer 1o l‘ay.f}}aérrb_;wﬁrr and agtew o

poy comspansation togther pereons, with regard 1o the approval ui thls application, 1o the uxlent required.

Sigratgpe 47 o Mame and Tide 8 Heace Lapgirs Presuiens, Hoalth & Ernvirnamental
- m@% Horfzons, i

Gt February 17, 2004

EFA Form 83?(!03:3‘_5'{’,-@"1-. 3941 Blecipome ansd Fager versons asroplalee. Fravieas ednions are abashes FIA AT 1S Es Ak Iid
H




VOLUME | OF 2 OF SUBMISSION
TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF APPLICANT/SUBMITTER;

Bikel Company, Lid
Sudo Building 3% Floor, 160-1% Samsung-Dong
Kanganm-Ku, Seoul, Korea

U.S. AGENT/REPRESENTATIVE:

R, Bruce Jacger

President

Health & Environimental Horizons, Lid.
2851 South Haven Rd.

Annapolis, MD 2 1401

REGULATORY ACTION:

Submission of Me-Too Registration Requiest for Expel .

TRANSMITTAL DATE:

February 17, 2004
MRID NUMBER VOLUME STUDY TITLE EPA GUIDELINE
NUMBER Number

fof2 Transmitial -
Document

3 of 2 Docoment

i Number |; 131-10
Product
fdentifieation and 5301166

Disclosure of
Ingredients

3 0i 2 Document
Number 2. _ 151-11
Description of §30.1200

Beginning Matenals
and Manofacturing
Process

Page L of 2




Zofl2 Document
Number 3: 15412
Disenssion of ©830.1400
the Formation
of Impurities
Jof2 Document
MNuinber 4: 158.175
Certified Limits 2301750

<7
COMPANY OFFICIAL: R. Bruce Tueger Signature:z’/ﬁw{& ()ﬁé’g L’
~————-w)«»7ﬂf, v
P
i
&

COMPANY NAME: Bikel Company, Ltd..
COMPANY CONTACT: R. Bruce Jacger

AGENT/REPRESENTATIVE: R. Bruee Jaeger

Page 2 of 2




Lislisd Shates Fiirm Approved

Envirornmental Protection Agency LRV Nos. 20700360
Wachingun, 3.0, 20460 Approval Expires N5-31-95

Certification with Respect to Citation of Data

Apphicarss Name ong Address: Bl bibe Sprabaoli Beghiration Neppber 30MLR
Brbwl Corepany, ot
sudi Buibdbng 3 Flooy, fot- R Samshmg-DDong
Hamgarnm-ba, Suad, Kores

Produset Muame. Expal

Nate of Applicotion: Febrene 17, 2004

NOTE: if your praduct is a 100% repackaging of another EPA-regintzred praduct that yau porchase, and is lubeled
fur the samc uses, yoit do nat need 1o subusit this Torm, You rmst subiit che Farmutatnr’s Excmpiion Sieement (BPA
Fanm 8570-27),

1. This application is supparted by al! data submitied o ctiad in the apphieatinn. In addition, if ciic-alt uptinns are
indicated, 1his apphication is supporicd by alt daw ht the Agency’s filex thay coneern the prupestics or offects of this
nroduct that is identical or substannially simitar and that is one nf the types of daur that wauld be required to I
suhmitied i this apphicaion saug the indtta) registration of a proaditet af identicas! or stmtdar composition and imended
sey uder Hie data requitenients in eliect oa the dare of apnraval wf dide applicatten. {(Cheek the apprapnate boses, i
st 2 and Xoorf below that pesiain 10 golg spplicaiion.

]

! cerafs ha, for cach study cited nosoppant of ts spphication fur regiaraion this s s exclisiee ise stody.
| ar e artginal subautier®; or
i t have abtained the written pernissiom of the adyinat subiaitier Tor cwhich is
it pase o dead szal b
fior mnlsple chewdeals link the companier who are ortginal daa submitters

" eorys sl

with the aprropriste chomical e} ty Site iatsnedy ™
oerttly that, fur cach staly cited bnstport of dis applwation for reguariiian B 1s nat an exclisive wse sudy;
a. §umt the origing! doda subinmer ;) or

ted

i Fhave obiained the weitien pernmezion ni the ertginal daw sebuinter Tar L which is
birmers maires ol #’tﬁwxﬂ
{for muhiple chemicals link the companies s are ongax! dita supmitiens

[ PR
with the appropriate chomica! natee} s olie that study®, or

I X E § have notified iv wiiting the compaules for ' chai

Camar by 23 R e} brsiet e 0l eherses)

have sehmined dai | have cited 1 support thiv applicating and have offered 1 o) Pay compeusation for
those dibs tn aconrdance with scetion 3fe) EHE ad 3K 24D of the Padera! Dueeniside, Fangivide and
Radunticide Acr{FIFRA ) und (b Cimnmence wegotaiions o detenmiie which daa are suhijoot v the
cotipersation requirament of FIFRA and tie anwancand terms of compensatian due, any, The companies
[ have notified aren

Cuthipanies

o fer _ oy nahiple

biwers ramed il cemraies] Eaneeen etir o pies bt
cheoricals link the companies whe are inganad data sulmmiiors wit the appropriale chemiead name)
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